ITEPEJIIK
JIKAPCBKHUX 3ACOBIB MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIO10 AKUX BYJIM BHECEHI

Jonatok 3
A0 Haka3y MiHicTrepcTBa 0X0pOoHH
3n0poB’s Ykpainu «IIpo aep:xaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeceHHs 3MiH /10
peecTpaniiHuX MaTepiajiB»
Bix 15 cepmus 2023 poky Ne 1462

3ACOBIB YKPAIHHA

3MIHU 10 PEECTPALIMHUX MATEPIAJIB, IKI BHOCSATBCS 1O JEPXKABHOI'O PEECTPY JIKAPCBKUX

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 | (nikapcbka ¢hopma, 3asieHUKa 8upo6HUKa eidnycky yeaHHs1* | peecmpayitiHo20
3acoby ynakoeka) noceid4yeHHs1
1. | 6- KpUcTaniyHmm ToBapucteo YkpaiHa, [oounwieHHs, Ykpaina/ BHECEHHS 3MiH O peecTpauiiHuX maTepianis: - - UA/17946/01/01
METUINYPAL, | nopoLuok 3 CYLUIHHSA, NaKyBaHHSA, KuTan 3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
un (cybeTaHuis) y obmexeHo BUWMYCKy cepii: A®I|. 3miHa y napameTpax cneuudikauin
nonieTUNeHoBnx Bignosigans ToBapwucTso 3 Ta/abo [ONyCTUMUX MEX, BUSHAYEHUX Y
MilLKax ans HicTIO obmMexeHow cneungikauisx Ha A®l, abo
dapmaLeBTU4HOro "OAPMXIM" BiAnoBiganbHICTO BUXiOHWI/MPOMDKHWUIA NPOJYyKT/peareHT, Wwo
3acToCyBaHHsA «OAPMXIM», BMKOPVCTOBYIOTBCS Y NpoLeci BUpobHuLTBa
YkpaiHa ADI (iHWwi 3MiHN)
BupobHuuTBO [o nokasHuka «CynpoBigHi AOMiLLKMY AofgaHa
TEXHIYHOTO NpUMITKa LLIOAO BHECEHHS A0 cepTudikaTy
NPOAYKTY: SIKOCTi AaHi KOHTPONIo Hepo3dacoBaHoi
LWaHnpoHr binis npoaykuii. 3MiHn | Tuny - 3miHu 3 axkocTi. API.
Kemikan Iri. lta, Bupo6HMLTBO. 3MiHKM B npoueci BUpobHMLTBa
Kutaw ADI (iHwi 3miHn) CynyTHS 3MiHa - 3MiHK 3
skocTi. A®l. BupobHuuTBo. 3miHa BUpoGHMKa
BVIXifHOro/npoMi>KHOTO MPOAYKTy/peareHTy, Lo
BUKOPUCTOBYIOTECH Y BUPOBHMYOMY npoueci
A®I, abo 3miHa BUpobHuKa (BKrtoyatoun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO
sikocTi) ADI (3a BiacyTHOCTI cepTudikaTa
BiANoBIAHOCTI €Bponenchkin hapmakonei y
3aTBepkeHOMy Aocke)(iHwi 3MiHn) CynyTHS
3MiHa
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
meTofax BunpobysaHHA A®I abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETBCA Y NpoLieci BUpobHMLTBa
A®I (iHwi 3MiHM y MmeTodax BUNpobyBaHHSA
(Bkntovar4mn 3amiHy abo gonoBHeHHs) ADI
ab0 BMXigHOro/MpoMiXKHOro MPOAYKTY)
2. | ASTEK TabneTkn, BKpUTI €BPO IHAis OLC Nimiten IHais BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/6635/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NniBKOBOK NANDKEP 3MiHn | TMNy - 3MiHK Woao peuenmom nionsieae
obonoHkoto, no 500 MPAVBIT 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
Mr no 3 Tabnetkun y JIMITEQ BunyueHHs (cuna gii) BunyyeHHs go3yBaHHs
Gnictepi; no 1 250 Mr y 3B'A3Ky 3 TUM, LLO NOCTaBKM B
6nictepy B YKkpaiHy npenapaTy 3 Takum J03yBaHHAM He
KapTOHHIN ynakoBLj 3AiMCHIoITbCA. 3anuwaeTbes 4o3yBaHHa 500
mr. [itoya pegakuis: TabneTku, BKpUTI
nniBkoBok 060roHko, no 250 mr, abo no 500
mr MponoHoBaHa pepakuis: TabneTku, BKpUTI
nniBkoBoto o6onoHkoto, No 500 mr 3MiHu
BHECEHI B iHCTPYKLitO AN MEANYHOro
3aCTOCyBaHHs1 NikapcbKoro 3acoby y po3ain
"Cknag" y 3B'sI3Ky 3 BUNyYEHHAM J03yBaHHSI
250 mr Ta sk Hacnigok - y po3ainu "OCHOBHI
pizmko-ximivHi BnacTmeocTi" Ta "YnakoBka" 3
BUITYYEHHSIM TEKCTY MapKyBaHHS Ansl
BiZNOBIgHOro A03yBaHHSA. BBeaeHHs 3MiH
NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXEHHS.
3. | AKTEMPA® KOHLeHTpaT 45 TOB «Pow YkpaiHa BupobHuLTBO AnoHis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/13909/01/01
pOo34nHy AnA YkpaiHa» Hepo3dacoBaHoi CLUA/ 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI peuernmom
iHy3in, 20 mr/mn; npoaykuii, nepeuHHe | HimeuunHa/ nikapcbkuii 3aci6. KoHTpornb rotoBoro
no 80 mr/4 mn abo nakyBaHHS: LLiseviLapis nikapcbkoro 3acoby. 3MiHa y meTogax

200 mr/10 mn abo
400 mr/20 mny
dnakoHi; no 1 abo 4
dnakoHu y
KapTOHHIN kopobui 3
MapKyBaHHAM
YKPaiHCbKOK MOBOIO
abo 3 MapKyBaHHAM
aHrnincobKolo,
dpaHuy3bKoto Ta
apabcbKolo MmoBamu
3i CTMKEepoMm
YKPaiHCbKOK MOBOIO

Yyran dapma
MaHnydekTypuHr Ko.
NTa, AnoHis
BupobHuLTBO
Hepo3adpacoBaHoI
npoaykuii (ans
ynakosku no 400
Mr/20 mn),
BUNpoOYyBaHHs
KOHTPOIIO SIKOCTI
(ans ynakoBku no
400 mr/20 mn):
[>xeHeHTek IHK.,
CLA
BUNpPOOYBaHHs
KOHTPOIIO SIKOCTI
(ans ynakoBku no
400 mr/20 mn):
[bxeHeHTekK IHK.,
CLA
BunpobyBaHHs
KOHTPOIO SIKOCTi:
Pow ®apma AT,
HimeuunHa
BTopuHe nakyBaHHS,
BUNpPoOYBaHHS
KOHTPOIIO SIKOCTi,

BMNpobyBaHHsS FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BUNpobyBaHHs1). 3MiHa B METOA KOHTPOIHO

N3 3a nokasHukom "BakTepianbHi
€HIOOTOKCUHM" (3amiHa TypbignMeTpuyHoro
KiHeTu4Horo metogy (metog C) Ha

XPOMOTEHHUI KiHeTU4HWUIA aHani3 (metog D)),
BiAMNOBigHO OO E€Bponelicbkoi hapmMakonei.

3MmiHu | TUNYy - 3miHu 3 akocTi. APl. KoHTponb

A®Il. 3miHa y napameTpax cneuudikauin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha AdI, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHNLTBA
A®I (3ByKEHHS OMYCTUMUX MEX, BUSHAYEHUX
y cneuudikauii). 3By>KeHHS KpuTepiis
NPUNHATHOCTI 3a NnokasHukoMm «Potency
Bioassay» y cneumdikauii Ha cTaHgapTHUA
3pasok (3aTtBepakeHo: 0.7x103 — 1.3x103

U/mg, 3anponoHoBaHo: 0.90x103 — 1.10x103

U/mg); oHoBneHHs n. 3.2.S.5. Reference
Standard or Materials.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUMYCK Cepii:
. XodpdmaHH-J1a
Pow INTa,
LLisenuapis
4. | ANEPriHon TabneTku, BKPUTI CKAH IHAisa Badra IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a - UA/14440/01/01
NNCce® NniBKOBOIO BIOTEK dapmachkioTikanc TexHi4Ha nomurka (3rigHo Hakaly MO3 Big peuenmom
obonoHkoto, no 10 nTa Iira. 23.07.2015 Ne 460). BunpaBneHo TeXHi4HY
TabneTok y bnictepi; NMOMWIIKY B €MEKTPOHHIN BepCil iIHCTPYKLIT Ans
no 1 abo 2 6nictepun MeONYHOro 3aCTOCyBaHHsI NiKapCbKoro 3acooy,
Yy KapTOHHIN wo 6yna gonylieHa nig Yac npouenypuv
ynakoBLji BHECEHHS 3MiH, 3aTBepaxeHux Hakasom
Ne1128 Big 13.05.2020. 3a3HayeHe
BUNpPaBfEeHHS BigNoOBigae matepianam
peeECTpaLIiHOro 4OChE.
5. | AIIEPFTOCTO | TabneTku, BKpUTI MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/10337/01/01
ne NniBKOBOIO "®ITOPAPM 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma
obornoHkKoto, no 5 wr; " HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
no 10 Tabnetok y (BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
6nicTepi; mo 1 abo 2 3MiHa agpecy 3asiBHMKa. 3MiHM BHECEHO B
Gnictepn y nayui 3 IHCTPYKUIilO ANs MEAUYHOrO 3aCTOCYBaHHSA
KapTOHY nikapcbkoro 3acoby Ao posginy
"Micue3HaxomKeHHs 3asiBHMKA" BignoBigHO A0
MaTepiarniB peecTpauiiHoro gocke. BBeaeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEpPOKEHHS
6. | ANYBIA TabneTkn, BKpUTI E66Bi LLisenuapi MOBHU LKN HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/6423/01/01
NniBKOBOIO Biocapmacb A BUPOGHMLTBA: 3MiHu | TUny - AgMiHICTpaTUBHI 3MiHW. peuenmom | nidnsizae
obornoHkoto, no 200 toTikan3 E668i Jonunena BunyyeHHsa BUpOGHWYOI AinbHULI (BKITHOYao4M
mr/50 mr; no 120 m6X 'm6X i Ko. KT, ainbHUUi ana A®Il, npomixkHoro npogykty abo
TabneTok y prakoHi; HimeyuunHa roTOBOro fikapcbKoro 3acoby, AinbHWLi ans
no 1 conakoHy y npoBeAeHHs NakyBaHHS, BUPOBHUKa,
KapTOHHIN kopobLyi BiAMOBIAaNbLHOro 3a BUMYCK Cepil, MicLie
npoBeAeHHSs! KOHTPOrto cepii) abo
nocravanbHuKa BUXiOHOro MaTepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y Aocbe). AOMiHiCTpaTuBHa 3MiHa
BUITYYEHHS anbTepHaTUBHOIO BUPOBHUKa
BiNoBiganbHOro 3a BTOPMHHE NakyBaHHA Ta
Bunyck cepiii: MpAT "IHgap", YkpaiHa.
3anuwaeTbecs BUPOOHUK BiANOBIAaNbHMI 3a
NOBHWIA UMK BUpPOOHUUTBa: E6GBI [JonuneHa
'm6X i Ko. KIM, HimeyunHa. 3miHK cTOCOBHO
BUITy4YEHHS anbTepHaTUBHOIO BUPOBHUKa
BiANOBIAANbLHOro 3a BTOPMHHE MaKyBaHHS Ta
Bunyck cepii, a came lMNMpAT «lHgap».
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEpPOKEHHS
7. | AMIKAUUHY PO34MH ANs iH'EKLIN, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/12356/01/01
CYNb®AT 50 mr/mn; no 2 Mn B akuioHepHe akuioHepHe 3MiHu | TMny - 3MiHKM Woao peuenmom nionsieae




4 [IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
amnyni; no 1 amnyni TOBapUCTBO TOBapUCTBO "J1ekxim 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
B 04HOGIYHOMY "Nexxim - - Xapkis" 3MiHa y KOpOTKiVi XapakTepucTuLi nikapcbkoro
Gnictepi; no 1 Xapkis" 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
0ofHOGI4YHOMY MeAMYHOro 3aCTOCYBaHHs Ha MiAcTaBi
6nictepy B nayui 3 perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
KapToHy; no 5 amnyn nikapcbkoro 3acoby, abo gocnigxeHb 3
y BnicTepi; no 1 abo 6e3nekun 3acTocyBaHHS fikapcbkoro 3acoby B
no 2 6nictepn y nicnapeecTpauinHuii nepiog, abo sik
nayui 3 KapToHy pe3ynbTaT OLiHKK 3BiTY 3 AOCHIOKEHD,
npoBefeHnx BigNoBIiAHO 4O NnaHy
neaiaTpuyHmx gocnimkers (PIP) (3miny
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHy BHeceHo A0 IHCTpykuii gns
MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby
0o posginy "OcobnmeocTi 3acTocyBaHHS"
Lofo 6esnekun 3acTocyBaHHs aitoyoi
PEYOBUHM amikaLmMHy cynbdart BignoBiaHO A0
pekomeHgauin PRAC.
8. | AMIKALUUHY PO34MH ANS iH'EKLN, MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a He UA/12356/01/02
CYNb®AT 250 mr/mm; mo 2 mn aKuioHepHe akKujioHepHe 3MiHn | TUny - 3MiHM Wwopao peuenmom | niidnszae
B amnyni; no 1 TOBapUCTBO TOBapUCTBO "Jlekxim Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
amnyni B "TNekxim - - Xapkis" 3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
0fHOGI4YHOMY Xapkis" 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
Gnictepi; no 1 MEAMYHOro 3acToCcyBaHHS Ha niacrasi
ofHOGIYHOMY perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
6nictepy B nauui 3 nikapcbkoro 3acoby, abo gocnimxkeHs 3
KapToHy abo no 4 6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
M B amnyni; no 1 nicnsipeecTpauinHuii nepioa, abo sk
amnyni B pe3ynbTar OLUiHKK 3BiTY 3 OCNIOKEHD,
ofHOGIYHOMY NpoBeAeHMX BiANoBIAHO A0 NnaHy
6nicTepi; no 1 nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
0fHOGI4YHOMY Y3rog>KeHO 3 KOMNETEHTHUM YNOBHOBaXXEHUM
6nicTepy B nauui 3 opraHoMm) - 3MiHVM BHeCEHO A0 IHCTpyKLii Ans
KapToHy; no 5 amnyn MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
y 6nicTepi; no 1 abo 0o posginy "OcobnmBocTi 3acTocyBaHHS"
no 2 6nictepn y Lwono 6e3nekn 3acTocyBaHHS OitoyOoi
nadui 3 KapToHy pevoBUHM amikaumMHy cynbdaTt BignoBiaHO 4O
pekomeHgauin PRAC.
9. | AMOKCUN® TabneTku, Wwo MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/12288/01/01
aT aucnepryoTbes, o "Kuismegnp "KniBmegnpenapat" 3minu | TMny - 3miln WwWoao peuenmom nionsieae
500 mr no 10 enapat” 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

Tabnetok y 6nictepi;
no 2 6nictepu B
naywi 3 KapToHy

3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro

3acoly, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
MEeOUYHOro 3aCTOCyBaHHsI Ha niacTa.i

perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3nekn

nikapcbkoro 3acoby, abo gocnigxkeHb 3

6e3nekn 3aCcTocyBaHHS MikapcbKoro 3acoby B

nicnsipeecTpauinHuii nepioa, abo sk

pes3ynbTar OuUiHKM 3BITY 3 OCNIMKEHDb,




5 [IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
npoBefeHnx BigNoBiAHO 4O NnaHy
neaiaTpuyHmx gocnimkers (PIP) (3miny
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECeHI 0 iHCTPYKUii ANs MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
Ta iHWi Buam B3aemogii", "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii” BignoeigHo
[0 OHOBIeHoI iHbopmaLii 3 6esnekn aitoyoi
peyoBuHW. BBeaeHHs 3MiH npoTsrom 6-Tn
MicsaUiB nicnsa 3aTBepAXeHHsA
10. | AMOKCUN-K NOPOLLIOK ANA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a He UA/10656/01/01
po34nHy Ans "Kniemegnp "KniBmegnpenapart” 3MiHn | TUny - 3MiHM Wwopao peuenmom | nidnszae
iH'ekuin; no1,2r enapar” Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
NOPOLLIKY Y dONaKOHi; 3MiHa y KOpOTKili XapaKTepuCTuLi Nikapcbkoro
no 1 cnakoHy B 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
nayui; no 1,2r MEAMYHOro 3acToCcyBaHHS Ha niacrasi
NOPOLLKY Y dOrnaKoHi; perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
no 10 cpnakoHis y nikapcbkoro 3acoby, abo gocnimkeHs 3
KOHTYpHiV 6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
YapyHKOBIn nicnspeecTpauiiHuin nepioa, abo sk
ynakosLj; no 1 pesynbTaT OLiHKM 3BiTY 3 AOCHIMKEHD,
KOHTYPHIN npoBefeHnx BiANOBIAHO 4O NnaHy
YapyHKOBIN ynakoBLi nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
B nmauyui Y3rog>KeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHM BHeCeHi o iHCTpYKLUii ANnst MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWK1MK nikapcbknuMu 3acobamm
Ta iHWi Buaun B3aemogin”, "OcobnusocTi
3acTocyBaHHs", "lMobivHi peakuii” BignoBigHO
[0 OHOBIEHOI iHpopMmalii 3 6e3neku aitoyoi
peyoBUHU. BBeaeHHs 3MiH NpoTaroM 6-tn
MiCsILiB Micnsi 3aTBEPAXKEHHS.
11. | ACK-TEBA Tabnetku TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 10 peecTpauiiHuX maTepianis: 6es nidnseae UA/14167/01/01
KULLKOBOPO3YMHHI MO YkpaiHa» OynHuus AT 3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA peuenma
75 mvrno 10 nikapcbkuii 3aci6. Cuctema

TabneTtok B GnicTepi;
no 3 Gnictepu B
KapTOHHiI kopobLyi

KOHTelHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
PO3Mipy ynakoBKu roTOBOrO fikapCbKoro
3acoby (BUNyYEHHS yNakoBKM MEBHOMO
po3mipy) BunyueHHsi ynakosok ans J13 ACK-
TeBa 3MiHM BHECEHO B iHCTPYKLitOo Ans
MEeOUYHOro 3aCTOCYBaHHs NiKapCbKoro 3acoby
y po3ain «YnakoBkay (BUMYyYEHHS1 YNakoBKu
NEeBHOro po3Mipy), Sk HacNifAoK —y po3ain
«KaTeropis Bignycky» BBeneHHs 3miH
NPOTAroM 6-T MicsUIB 3 AaTW 3aTBEPAXKEHHS.
3minm | TMny - 3miln WwWoao
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpayiliHo2o

noceio4yeHHs1

6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHN BHECEHO B TEKCT
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI
yNaKoBOK fikapcbKoro 3acoby Lwoao
KOHKpeTu3aLii iHdpopmalLlii CTOCOBHO norotumny
KoMnaHii BBeeHHs1 3MiH npoTarom 6-Tu
MiCAUIB 3 AaTW 3aTBEPOXKEHHS.

12.

ACK-TEBA

TabneTku
KMLUKOBOPO34MHHi MO
100 mr no 10
TabneTtok B GnicTepi;
no 3 Gnictepu B
KapTOHHIl kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

BankaHgapma-
OynHuua AT

Bonrapis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
pPO3Mipy YNakoBKM rOTOBOrO NikapCbKoro
3acoby (BMINyYEHHS! yNaKoOBKM MEBHOMO
po3mipy) BunyyeHHs ynakook ans J13 ACK-
TeBa 3MiHN BHECEHO B IHCTPYKLUIilO 4
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
y po34in «YnakoBkay (BUITyYEHHSI yNakoBKU
NEeBHOro po3mipy), Ik HacMigoK — y po3ain
«KaTeropis Bignycky» BBegeHHs 3amiH
npoTarom 6-Tn MicsuiB 3 AaTV 3aTBEPOXKEHHS.
3MiHu | TMny - 3MiHK Wopao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHWM) 3MiHN BHECEHO B TEKCT
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynaKkoBOK fikapcbkoro 3acoby Loao
KOHKpeTu3aLii iHdpopmaLlii CTOCOBHO norotumny
KomMmnaHii BBeAeHHsi 3MiH NpoTarom 6-Tu
MicsiLiB 3 JaTu 3aTBEPKEHHS.

be3
peuenma

nionsieae

UA/14167/01/02

13.

ATAPAKC®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkKoto, no 25
mr, no 25 Tabnetok
y bnicTepi, no 1
Gnictepy y
KapTOHHiI kopobLyi

tOCb
dapma C.A.

Benbrisa

AHabioTnk HB,
Benbris (qogatkoBa
BMPOGHMYa
OiNbHUUSA, Ha SKin
30iACHI0ETLCS
KOHTpOnb cepii);
CI'C J1a6 CimoH CA,
Benbris (qopatkoBa
BUPOGHMYa
OiNbHUUSA, Ha SKin
30iCHI0ETLCS
KOHTpOnb cepii);
OCB ®apma C.A,,
Benbris
(BMPOBGHMLTBO 3a
NMOBHUM LKITOM)

Benbrisa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3minu | Trny - 3miHu 3 sikocTi. ADI.
BupobHuuTBo. 3miHa BUpOGHMKa
BVIXifHOro/npoMi>KHOTO MPOAYKTy/peareHTy, Lo
BUKOPUCTOBYIOTECH Y BUPOBHMYOMY npoueci
A®I, abo 3miHa BUpobHUKa (Bknovatoun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO
sikocTi) ADI (3a BiacyTHOCTI cepTudpikaTa
BignoBigHocCTi €Bponenchki hapmakonei y
3aTBepAKeHOMY A0ChE)(3MiHM A0 3aXOAiB,
noe'sizaHmx 3 koHTponem A®l, abo foaaBaHHs
AinbHUUi, Ae NpoBOANTLCA
KOHTpOnb/BUNpobyBaHHsA cepii) ogaBaHHs
ainbHULi SGS Lab Simon SA, Belgium, B
AKOCTi 0AaTKOBOroO BUPOBHWKa,
BiZNOBIgANbLHOro 3a BUNPOOYBaHHSI KOHTPOIO
SIKOCTI Ai040i PEYOBUHW rigPOKCU3UHY
rigpoxnopuay. BHeceHHs pegakuinHux 3MiH 4o
p.3.2.S.2.1 BupobHuku

3a
peuerimom

UA/1872/01/01

14.

ATMA®

Kpanni opanbHi, No
20 mn abo no 50 mn,

TOB
«MEPPICO

YkpaiHa

Pixapg bittHep Al

ABcTpis

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3miHa 3asBHuka J13 (MIBM) (BnacHuka

6e3
peuyenma

UA/8301/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abo no 100 mny YKPATHA» peecTpaLinHOro NoceigYeHHs) (3rigHO Haka3sy
rakoHi- MOS Big 23.07.2015 Ne 460): BBeaeHHsi 3miH
KpanenbHuui; no 1 NPOTArom 6-Tu MicAILB Micnsi 3aTBEPXKEHHS.
dnakoHy- 3MiHn | TMNy - 3MiHK Wopao
KpanenbHuui y Ge3nekn/eekTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHIN ynakoBLj BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHnx
npo cucteMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHNUX AaHUX Npo cUcTemy
hapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT
ocobu, BianoBiganbHOI 3a 34iNCHEHHS
hapmMakoHarnsagy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
hapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa BiJ YNOBHOBaXeHOI ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
tapmakoHarnagy (BKMovar4mn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHi MacTep-darina
cuctemun cbapmakoHarnsgy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag.
[itoya pepakuis: George Nicolas.
MponoHoBaHa pepakuis: ®apuHeub OkcaHa
MakcumiBHa. 3MiHa KOHTAKTHUX JaHUX
YyNOBHOBa)eHOI 0cobu 3asiBHMKA,
BiAgnoBiganeHoi 3a dpapMakoHarnsag
15. | BEKCEPO cycneHsia ans makcoCwmit Benvka MnakcoCmiTKnsamH ITanis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/19683/01/01
BAKUMHA iH'ekuin no 1 gosi KnaiH BpuTaHis Bakuuuu C.P.J1. 3MiHu | TUny - 3MiHu 3 sikocTi. AL, peuenmom
ansa (0,5 mn/posy); no 1 Ekcnopt CrabinbHicTb. 3MiHa nepiogy NOBTOPHMX
MPO®INAKT nosi (0,5mn) y Timiteq BunpobyBaHb/nepioay 36epiraHHs abo ymos
UKN nonepegHL0 36epiraHHs APl (3a BigcyTHOCTI Y
MEHIHFOKOK | HanoBHeHoMy 3aTBEepAXXEeHOMY A0Cbe cepTudikara
OBOI wnpuui; no 1 BIANOBIAHOCTI €BPONENCHLKIN hapmakonei, Lo
IHOEKLIT, nonepegHL0 BKIOYA€E nepiof, NOBTOPHOrO BUNPOBYBaHHS)
o HanoBHEHOMY (nepiog noBTOpHOrO BUNpPobyBaHHA/Nepios
BUKITUKAET LINPpULY Y KOMMMEKTI 36epiraHHs) - 36inbLueHHs abo BBeAEHHS
bCA 3 BOMa rofkamv B nepiogy NnoBTOpHOro BunpobyBaHHs/nepiogy
CEPOrPYMNO | nnacTtukoBoMy 36epiraHHsi Ha OCHOBI pe3ynbTaTiB A4OCNiAXEeHb
0B KOHTeWHepi; no 1 y peanbHomy 4aci. 36inbLIeHHs TepMiHY
(BUFOTOBIIE | nnacTtukoBoMy nNpVAaTHOCTI Ail0Y0I PEYOBUHU BE3UKY NN
HA 3A KOHTEWHepy y 30BHILLHLOI MeMbpaHu (Outer Membrane
PEKOMBIHA KapTOHHiI kopobLyi Vesicles (OMV) derived from Neisseria
HTHOIO OHK meningitidis ceporpynu B wtamy NZ98/254)
TEXHONOrIe concentrated bulk 3 36 no 48 micsiLiB npu
10, 30epiraHHi npu 2-8°C. PegakuiiHi 3miHn B
ANCOPBOBA po3gin 3.2.S.6.
HA)
16. | BIcOnPONO TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BUPOBHMUTBO “in CnoBeHis/ BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/13869/01/01
J1 KPKA NNiBKOBOK HoBo mecTto bulk”, nepBrHHe Ta HimeuuunHa 3MiHu | TUny - 3MiHK Wwopao peuenmom nionsieae

06onoHkKoto, no 2,5

BTOPUHHE

6e3nekn/edhekTMBHOCTI Ta dpapmakoHarnsgy.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mr; no 10 TabneTok nakyBaHH4, 3MiHW y KOPOTKi XapaKTepuUCTu1Li NikapcbKoro
y 6nictepi; no 1 abo KOHTPOMb Ta BUMYCK 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
2, abo 3, abo 5, abo cepii: KPKA, a.4., MeOMYHOro 3aCTOCYBaHHS
6, abo 9, abo 10 HoBo mecTo, reHepuYHMX/riopnaHux/GionoaidbHMx
6nictepis y CnoBseHisi; NnepBuHHE nikapcbkux 3acobiB nicns BHECEHHs1 Tiei camoi
KapTOHHil KOpoOLyi; Ta BTOPUHHE 3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
no 14 Tabnetok y nakyBaHHs, BUNYyCK noTpebye HagaHHS XXOOHUX HOBWX JOAATKOBUX
6nictepi; no 2, abo cepii: TAL, ®apma AaHux). 3MiHVM BHECEHO [0 IHCTPYKUIi Ans
4, abo 6 GnictepiB y 'M6X, HimeuyumnHa; MeONYHOro 3aCTOCyBaHHs NikapCbKoro 3acoby
KapTOHHil KOpoOLyi; KOHTpOrb cepil: y po3ginu: "OcobnuneocTi 3acTocyBaHHsA",
no 15 Tabnetok y KPKA, a.a., Hoso "Mo6iuHi peakuii" BignosigHo o iHpopmauii
Gnictepi; no 2, abo mecTto, CnoseHis; L0A0 MeaUYHOro 3aCTOCyBaHHA
4, abo 6 GnictepiB y TAL ®apma 'M6X, pedepeHTHOro nikapcbkoro 3acoby (KOHKOP
KapTOHHI kopoOui Hime4vuuHa; KOP, TabneTtku, BKpUTi NiBKOBOIO
KOHTPOIb 06ornoHKot). BBeaeHHs 3MiH NpoTsarom 6-Tu
MikpoGionoriyHoi MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
4mncToTH cepii (y 3MiHn woao 6e3nekn/edPeKTUBHOCTI Ta
BUMNAAKY KOHTPOSO tapmakoHarnagy (iHwi 3miHu).
cepii TALL ®apma 3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
'm6X): Tabop NC 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
CE & Ko. KT, "MoGiyHi peakuii" LWLOA0 BaXXNMBOCTI
Hime4vuuHa; 3BiTyBaHHs1 Npo NobiyHi peakuii. BBeaeHHs
KOHTpOrb cepii 3MiH MPOTAroM 6-Tu MicauiB nicns
(chiznyHi Ta XimivHi 3aTBEPAKEHHS.
MeToau KOHTPOMH):
HJI3OX
(HaujioHanbHi
nabopartopis 3a
34paB'e, OKOIE iH
XpaHo), CrioBeHist
17. | BlconrPono TabneTku BKPUTI KPKA, a.4., CnoBeHis BMPOGHMUTBO “in CnoseHis/ BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a He UA/13869/01/02
1 KPKA NniBKOBOKO HoBo mecTO bulk”, nepBnHHe Ta HimeuunHa 3MiHu | TMny - 3MiHK Woao peuenmom nidnseae

060n0HKot0, Mo 5 Mr,
no 10 Tabnetok y
6nictepi; no 1, 2, 3,
5, 6,9 ab6o 10
GnicTepiB y
KapTOHHI KOpoOLyi;
no 14 Tabnetok y
GnicTepi; no 2, 4 abo
6 GnicTepiB y
KapTOHHiIl kopobuyj;
no 15 Tabnetok y
Gnictepi; no 2, 4 abo
6 GnictepiB y
KapTOHHiI kopobui

BTOPVHHE
nakyBaHHs,
KOHTPOSb Ta BUNYCK
cepii: KPKA, a.4.,
HoBo mecToO,
CroBeHisi; NnepBuUHHE
Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepii: TA[] ®apma
'M6X, HimeuunHa;
KOHTpOrb cepil:
KPKA, a.a., Hoso
mecTo, CnoBeHis;
TAL ®apma M'vbX,
HimeuuuHa;
KOHTPOMb
MikpobionoriyHoi

6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHunx/GionogioHmx
nikapcbkunx 3acobiB nicns BHeCeHHs Tiei camoi
3MiHW Ha pedhepeHTHUI NpenaparT (3MiHa He
noTpebye HagaHHS XKOAHUX HOBUX JOAATKOBUX
naHux). 3MiHM BHECEHO [0 IHCTPYKLUii Ans
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby
y po3ginu: "OcobnueocTi 3acTocyBaHHS",
"Mo6ivHi peakuii” BignoBigHO A0 iHpopmaLii
OO0 MEANYHOrO 3aCTOCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (KOHKOP
KOP, TabneTtku, BKpUTi MiBKOBOKO
o6onoHkow). BBeeHHst 3mMiH npoTsirom 6-Tu
MicsLiB nicns 3aTBepXKEHHS. 3MiHu | Tuny -
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
4ncToTH cepii (Y 3MiHM Wwoao 6e3nekn/eddeKTUBHOCTI Ta
BUMaKy KOHTPOIO apmakoHarnsagy (iHwi 3amiHu).
cepii TAL ®apma 3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
'm6X): Jlabop NC 3acToCcyBaHHS nikapcbkoro 3acoby y po3again
CE & Ko. KT, "Mob6iuHi peakuii" WoAO BaXNBOCTI
HimeuumnHa; 3BiTyBaHHsi Npo NobiyHi peakuii. BBeaeHHs
KOHTpOrb cepii 3MiH NpoTSArom 6-Tu MicsuiB nicns
(cpiznyHi Ta ximivHi 3aTBEPKEHHS.
MeToaM KOHTPOMHo):
HN30X
(HauioHanbHi
nabopartopist 3a
34pa.'e, OKOME iH
xpaHo), CrioBeHis
18. | BICOMNPONO TabneTkun BKpUTI KPKA, a.4., CnoBeHis BUPOBHMUTBO “in CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/13869/01/03
J1 KPKA NNiBKOBOK HoBo mecTto bulk”, nepenHHe Ta HimeuuunHa 3MiHu | TUny - 3MiHK Wwopao peuenmomm | nidnsizae
obornoHkoto, no 10 BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
mr, no 10 TabneTtok nakyBaHH4, 3MiHW y KOPOTKilA XapaKTepucTu1Li Nikapcbkoro
y 6nictepi; no 1, 2, KOHTPOSb Ta BUMYCK 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
3,5,6,9a60 10 cepii: KPKA, ao.4., MEeOMYHOro 3aCTOCYBaHHS
GnictepiB y HoBo mecTo, reHepuYHNX/ribpuaHux/GionoaibHMx
KapTOHHi KopooLyi; CnoBeHisi; nepBUHHE nikapcbkux 3acobiB nicns BHECEHHS TiEl camoi
no 14 tabnetoky Ta BTOPUHHE 3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
6nicTepi; no 2, 4 abo nakyBaHHs, BUNYCK noTpebye HagaHHS XXOAHUX HOBWX JOAATKOBUX
6 GnictepiB y cepii: TAQ ®apma AaHux). 3MiHM BHECEHO [0 HCTPYKLUii Ans
KapTOHHI KOpoOLyi; 'm6X, HimeuunHa; MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
no 15 Tabnetok y KOHTpOrb cepil: y po3ginu: "OcobnueocTi 3acTocyBaHHS",
6nicTepi; no 2, 4 abo KPKA, a.4a., Hoeso "Mo6iyHi peakuii" BignosigHo o iHpopmauii
6 GnicTepiB y MecTo, CrnoBeHis; LoA0 MeaUYHOro 3aCTOCyBaHHA
KapTOHHiI kopobui TAL ®apma M'mbX, pedepeHTHOro nikapcbkoro 3acoby (KOHKOP
HimeyumnHa; KOP, TabneTku, BKpUTI NMiBKOBOO
KOHTPOIb obonoHkoto). BBeaeHHs 3miH npotarom 6-tu
MikpobionorivyHoi MicsauUiB nicns 3aTBepXeHHs. 3MiHu | Tuny -
uncToTm cepii (y 3miHun wopao 6e3nekn/edekTMBHOCTI Ta
BUMNaAKy KOHTPOIO dapmakoHarnsagy (iHwi 3amiHu).
cepii TA ®apma 3MiHN BHeCEeHO A0 IHCTPYKLUii AN MeauyHoro
'm6X): lTabop NNC 3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
CE & Ko. KT, "Mo6iyHi peakuii" LWoa0 BaXIMBOCTI
HimeuuuHa; 3BiTyBaHHsA Npo NobiuHi peakuii. BBeaeHHs
KOHTpOrb cepii 3MiH NpoTSirom 6-Tu MicsLiB nicnsa
(cbiznyHi Ta XimivHi 3aTBEpPAKEHHS.
MeToau KOHTPOMH):
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKOIE iH
xpaHo), CnoBeHis
19. | BJIEOHKO niodpinizat gns Mini Benwuka BeHyc Pemegic IHaia BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a He UA/0890/01/01
PO34MHY ANs iH'eKLin Xenckepe BpuTaHis Jlimiten 3minm | TMny - 3miln WwWoao peuyenmom nionsieae




10 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 15 Of1; 1 pnakoH Nimiteq 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
3 niogpinizatom y 3MiHa y KOpPOTKili XapaKTepuCTuLi NikapcbKoro
KapTOHHIl kopobui 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeAMYHOro 3aCTOCYBaHHs Ha MiAcTaBi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHSs nMikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik
pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHD,
npoBefeHnx BigNoBIiAHO 4O NnaHy
neaiaTpuyHmx gocnimkers (PIP) (3miny
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECeHI 0 iHCTPYKLUii ANst MegnyHoro
3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"OcobnueocTi 3acTocyBaHHS" BigNoBigHO 40
OHOBIEHOI iHhopMmalii 3 6e3neku aitoyoi
PEYOBUHM.
20. | BO3EHTAH TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka Bignosigae 3a Kinp/KaHapa | BHeceHHs 3MiH 4O peecTpauiiHux maTtepianis: 3a He UA/16744/01/02
3EHTIBA NniBKOBOIO Pecny6bnik BMNYCK cepii: 3MmiHu | TUny - 3miHm 3 gkocTi. FoToBUI peuenmom | niidnszae
o6ornoHkoto, no 125 a dapmacaitHc nikapcbkuii 3aci6. Cuctema
mr, no 14 TabneTtok IHTepHeLueHn KOHTeWHep/3aKynoptoBanbHUiA 3aci6. 3MiHa
y bnicTepi, no 4 Nimiten, Kinp PO3Mipy YNakoBKM rOTOBOrO MiKapCbKOro
Gnictepn y BUPOGHMLTBO "in 3acoby (BUMyYEHHS! yNakoBKM NEBHOMO
KapTOHHIN navui bulk", TecTyBaHHs: po3mipy) -
[eHBioH BunyyeHnHsa posmipy ynakoBku no 1 1a 8
KopnopenieHc, GnicTepiB y KapTOHHI nayui, y 3B'A3ky 3
Kanapa MapKeTUHIoOBUM pilleHHsiM BnacHuka PrI1.
nepBuHHe Ta Posmip ynakoBku, Skuii 3anuiumecs Bignosigae
BTOPUHHE pekoMeHAaLisaM LWoA0 A03yBaHHS Ta
nakyBaHHS: TpuBanocTi nikyBaHHS BigNOBIAHO A0
MCI ®apma 3aTBEpKEHOT KOPOTKOI XapakTepuCTUKM Ta
Cepgalicis KaHapa, iHCTpyKUIii NS MeguyHoro 3actocyBaHHs J13.
IHk., KaHapa 3MmiHu BHeceHi B po3ain "YnakoBka" B
TECTyBaHHS: IHCTPYKUIil0 ANst MEAUYHOTO 3aCTOCYBaHHS
dapmacanHc [Hk., nikapcbKoro 3acoby y 3B'A3Ky 3 BUNYYEHHAM
Kanapa NeBHOro po3Mipy ynNakoBOK, K Hacmigok -
BUITyYEHHS! TEKCTY MapKyBaHHS! BiMOBIgHMX
yNaKoBOK.
21. | BO3EHTAH TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka BignoBsigae 3a Kinp/KaHaga | BHeceHHs 3MiH [0 peecTpauiiHnx MaTepianis: 3a He UA/16744/01/01
3EHTIBA NniBKOBOO Pecny6bnik BUNYCK cepii: 3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA peuenmom | nidnszae
obonoHkot, no 62,5 a dapmacantHc nikapcbkuii 3aci6. Cuctema
Mr, no 14 TabneTok IHTepHeLleHn KOHTelHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
y bnicTepi, no 4 Nimiten, Kinp / PO3Mipy YNakoBKM rOTOBOrO NiKapCbKoro

Gnictepuy
KapTOHHIN navui

BUPOGHMUTBO "in
bulk", TecTyBaHHs:

3aco0by (BUIyYeHHs ynakoBKW NEBHOMO
po3mipy) -

[eHBioH BunyueHHs po3mipy ynakoBku no 1 ta 8
KopnopeniueHc, GnicTepiB y KapTOHHIN nayui, y 3B'A3Ky 3
Kanaga MapKeTUHIOBWUM pileHHsiM BnacHuka PrI1.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nepBuHHE Ta Poamip ynakoBku, sikuii 3anvmecs Bignosigae
BTOPWHHE pekomMeHAauUiam Woao A03yBaHHA Ta
nakyBaHHS: TpMBanocTi NikyBaHHS BigNoBIgHO 40
MCIl ®apma 3aTBEPAKEHOT KOPOTKOT XapakTePUCTUKN Ta
Cepsaiicis KaHapa, IHCTPYKUIii AN MeanyHoro 3actocyBaHHs J13.
IHK., KaHaga 3MiHM BHeceHi B po3gin "Ynakoeka" B
TECTYBaHHs: iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
dapmacanHc IHK., nikapcbKoro 3acoby y 3B'sI3Ky 3 BUNYYEHHSIM
KaHapa NeBHOro PO3Mipy yNakoBOK, K HacnigokK -
BUIYYEHHS TEKCTY MapKyBaHHS BignoBigHNX
YNaKoBOK.
22. | BOM-BEHIE Masb, o 30ry MPAT YkpaiHa BignosiganbHWi 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/8240/01/01
Tybax; no 25ry "®ITOPAPM BUPOGHMLTBO, 3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenma
6aHkax; mo 30 ry " nepBUHHE/BTOPUHHE HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
Ty6i; no 1 1y6i B nakyBaHHs, (BnacHuka peecTpaLiiHoro Noceig4YeHHs)
navui KOHTPOSb SKOCTi Ta 3MiHa agpecu 3asiBHUKA. 3MiHWN BHECEHi B
BUMYCK Cepii: po3ain "Micue3HaxoaXeHHs 3asaBHUKa" B
MPAT IHCTPYKLUIitO ONA MeANYHOro 3acToCyBaHHS
"®ITOPAPM", niKkapcbkoro 3acoby Y 3B'A3Ky 3 YTOYHEHHSAM
Ykpaina appecw 3asiBHVKa. BBegeHHs amiH npoTtsarom 6-
BignoBiganbHUN 3a TW MiCALIB NiCNsa 3aTBEPOKEHHS.
BUPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SIKOCTI:
AT "INy6Hndapm",
YkpaiHa
23. | BPUNIHTA TabneTkn, BKpUTI Actpa3eHek LLsewis BrpobHuuTBO LLseuis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/12164/01/01
NniBKOBOIO a Ab TabneTok, 3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom
obornoHkoto, no 90 BMNPOOYBaHHS, HanMmeHyBaHHS Ta/abo agpecu Micud
mr; no 14 Tabnetok nakyBaHHsi NpoBaAXXeHHS AiANbHOCTI BUPOOHMKa
y bnicTepi; no 1 abo nikapcbkoro 3acoby, (Bkntovatoun, 3a HeobxigHocTi, micue
4 6nictepn y BUMYCK cepii: NpoBeEHHS KOHTPOJO SIKOCTi), abo BnacHuka
KapTOHHiI kopobLyi Actpa3eHeka AB, macTtep-cavina Ha A®l, abo noctayanbHuka
Lseuis Adl/BuxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO 3aCTOCOBYOTBECS Y BUPOGHMLTBI API (kLo
3a3Ha4YeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y AOCbE) - SMiHa
agpecu BupobHuka A®I Tukarpenopy
Actpa3eHeka AB, LLIBeLis, 6e3 3mMiHN Micus
BMPOGHMUTBA
24. | BPUNIHTA TabneTkn, BKpUTI Actpa3eHek LBeuis BupobHuLTBO LBeuis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a - UA/12164/01/02
NNiBKOBOIO a Ab TabneTtok, 3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom
o6oroHKot, no 60 BMNPOOYBaHHs, HanMeHyBaHHs Ta/abo agpecu Micus
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Mr; no 14 TabneTok nakyBaHHs npoBagXXeHHs AisnbHOCTI BUPOOHMKa
y 6ricTepi; no 4 nikapcbkoro 3acooy, (Bknroyatoun, 3a HeobxigHocTi, micue
Gnictepn y BUMYCK Cepii: NPOBEAEHHST KOHTPOIIO AKOCTI), abo BnacHuka
KapTOHHIl kopobui Actpa3eHeka Ab, MacTep-canna Ha A®l, abo nocTayanbHuKa
LBeuis Adl/BnxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI (AKLWO
3a3Ha4YeHo y JOCbE Ha fikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBIigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo Y AOCbE) - 3MiHa
agpecu BupobHuka APl Tukarpenopy
Actpa3eHeka AB, LLiBeuis, 6e3 3MiHn micusa
BMpo6GHMUTBA
25. | BAJIMICAP A | Tabnetku, BKpUTI Makneogc IHAis Makneoac IHgia BHECEHHS 3MiH O peecTpauiiHux maTepianis: 3a He UA/19273/01/03
160/10 NniBKOBOIO dapmacbioT dapmacbloTukanc 3minn | Tvny - 3miln wopo peuenmom | niidnszae
o6ornoHkoto, no 160 mkanc Jimiten Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
mr/10 mr, no 10 JimiTen 3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
Tabnetok y 6nictepi, 3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
no 1 abo 3, abo 9 MEAMYHOro 3acToCcyBaHHS Ha niacrasi
GnicTepiB y perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
KapTOHHIN ynakoBLi nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCNIOKEHD,
NpoBeAeHMX BiANoBIAHO A0 NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBAXXEHNM
opraHom)
3MiHM BHeCeHi o iHCTpYKLUii ANnst MegnyHoro
3aCTOCYBaHHS NikKapCbKoro 3acoby y po3ain
"MepenosyBaHHs" BiANOBIAHO A0 OHOBMEHOT
iHpopmalLii 3 6e3neku Aio4oi peyYoBUHM.
BBeneHHs 3miH NpoTArom 6-Tv MicsiuiB nmicnsi
3aTBEpPOKEHHS
26. | BAIIMICAP A | TabneTku, BKpUTI Makneopc IHAis Makneoac IHgia BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3a He UA/19273/01/02
160/5 NniBKOBOO dapmacbtoT dapmacbloTukanc 3minu | Tvny - 3miln wopo peuenmom | niidnszae
obonoHkoto, no 160 nkanc TimiTen 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
mr/5 mr, no 10 Nimiteq 3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro

Tabnetok y 6nictepi,
no 1 abo 3, abo 9
GnicTepiB y
KapTOHHIN ynakoBLi

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns

MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku

nikapcbkoro 3acoby, abo gocnimxeHb 3

6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B

nicnsipeecTpauinHuii nepioa, abo sk
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHDb,
NpoBeAeHWX BiANoBIiAHO A0 nnaHy

negiaTpuyHux gocnimkers (PIP) (3miHy
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"Mepeno3yBaHHs" BiANOBIAHO 4O OHOBMEHOI
iH(bopMaLii 3 6e3nekun jt4oi pe4yoBUHMN.
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBEPOKEHHS
27. | BAJIMICAP A | Tabnetku, BKpUTi Makneoac IHAis Makneoac IHgia BHECEHHS 3MiH [JO peecTpauiHuX maTepianis: 3a He UA/19273/01/01
80/5 NniBKOBOIO dapmacbloT dapmackroTrKarnic 3MiHu | TMNy - 3MiHK Woao peuenmom | nidnsieae
obonoHkoto, no 80 nkanc Nimiten 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
mr/5 mr, no 10 JimiTen 3MiHa y KOpPOTKil XapaKTepuUCTULi Nikapcbkoro
Tabnetok y Gnictepi, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
no 1 abo 3, abo 9 MEeANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
GnicTepiB y perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
KapTOHHIN ynakoBLj nikapcbkoro 3acoby, abo gocnimkeHb 3
6esnekn 3aCToCyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauiiHuin nepioa, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
NpOBEeAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHW BHeceHi o IHCTPYKLUii Ans MeguyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"Mepeno3yBaHHs" BiANOBIAHO 4O OHOBMEHOT
iHpopmalLii 3 6e3neku Aio4oi peyYoBUHM.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPOKEHHS
28. | BEPOPAB® / | nopoLuok Ta CaHodi PpaHuis NMOBHUIA LINKN PpaHuisi/ BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/13038/01/01
VERORAB PO3YUNHHUK ANs Mactep BMPOBHMLTBA, YropwuHa 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMI peuernmom
BAKLIMHA NPUroTyBaHHS KOHTPOIb SKOCTI, nikapcbkuit 3aci6. KoHTponb rotoBoro
AHTUPABIYH | cycneHsii ans BTOPUHHE nikapcbkoro 3acoby. 3miHa napameTpis
A iH'eKUiN, HEe MeHLle nakyBaHHs1, BUMYCK cneuudikauin Ta/abo gonycTumMmnx Mex
IHAKTUBOBA | 2,5 MO/po3a; no 1 cepii NopoLLKy; roTOBOrO NiKapCbKoro 3acoby (BUMyYeHHs
HA CYXA dnakoHy 3 HEe3Ha4yHOro nokasHuka (Hanpuknag,

nopotukom (1 gosa)
Ta 1 nonepenHbLO
3anoBHEHOMY
wnpuuy (0,5 mn),
WO MIiCTUTb
po3unHHuKK (0,4 %
PO34MH HaTPIo
xnopvay), B
KapTOHHIN kopobui 3
MapKyBaHHAM
YKPaiHCbKOK MOBOIO;
no 1 dnakoHy 3
nopotukom (1 gosa)

BTOPVHHE
nakyBaHHs, BUMYCK
cepii pO34MHHUKA;
KOHTPOIb SKOCTI,
BTOPWHHE
nakyBaHHs, BUMYCK
cepii NOpoLLKy;
MOBHUI LMK
BUPOOHMLTBA,
KOHTPOb SKOCTI,
BTOPWHHE
nakyBaHHs, BUMYCK
cepii pO34MHHYMKA:
CaHodi MNacTtep,

3acTapiforo NokasHuka, Takoro sik 3anax Ta
cmak, abo ineHTudikauia 6apBHUKIB Yn
cMakoBUux f06aBoK)) - BuknoueHHsi
BuNpobyBaHHsa Pyrogen test 3i cneumndikauii
npu BUMYCKy AN po3dacoBaHOro NpoAyKTy
(Filled Product); 3minu Il Tvny - 3miHu 3 sikocTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA roToBOro Nikapcbkoro 3acoby
(cyTTeBa 3miHa y
6ionoriyHoMy/iMmyHomnoriYHOMY/iMyHOXIMIYHOMY
meTopAi BunpobyBaHHa abo MeTogi, y sskomy
BUKOPWUCTOBYETbCS BionorivyHMin peareHT, abo




14

[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

Ta 1 nonepeaHbO dpaHLis; BTOPMHHE ix 3amMiHa, abo GionoriyHoro npenaparty

3arnoBHeEHOMY nakyBaHHs1, BUMYCK NOPIBHSAHHA (CTaHA4apTHOro npenapary), Wo He

wnpudy (0,5 mn), cepii: CaHoi- 3a3HadYeHuin y 3aTBep)KEHOMY NPOTOKOS) -

WO MIiCTUTb AseHrTic MNpansit Ko. 3MiHa MeToay KOHTPOJO 3@ NMOKAa3HUKOM

PO34YNHHUK, B JIta., NMnatdopma Residual DNA content 3 meToay Threshold Ha

cTaHgapTHO- TNOTriCTVKM Ta Polymerase Chain Reaction (qQPCR) npu

EeKCMOPTHIN ancTpubyuii y m. BUNycKy poadpacoBaHoro npoaykty (Filled

ynakoBLi, sika Bynanewr, Product)

MICTUTBCH Y YropLuHa; noBHUn

KapTOHHIl kopobLi 3
iHCTpyKUieto ans
MeANYHOro
3acTocyBaHHs; no 5
dnakoHiB 3
nopotukom (1 gosa)
Yy KOMMNekTi 3
po3unHHKKom (0,4 %
PO34MH HaTpIto
xnopugy) B amnynax
no0,5mnNe 58
KapTOHHI ynakoBL,i
3 MapKyBaHHSM
YKPaiHCbKOK MOBOIO;
no 5 conakoHis 3
nopotukom (1 gosa)
y KOMMNIEKTi 3
po3ynHHKKom (0,4 %
PO34MH HaTPItO
Xropvay) B ammnynax
no 0,5mnNe5s
cTaHAapTHO-
eKCMopTHIN
ynakoBLi, sika
MiCTUTBCA Y
KapTOHHIN kopobui 3
iHCTpyKUieto ans
MeANYHOro
3aCTOCyBaHHS; Mo
10 donakoHiB 3
nopotukom Ta no 10
nonepeaHL0
3aMoBHEHNX
wnpwuuis (0,5 mn),
WO MICTSTb
po34nHHUK (0,4 %
PO34MH HaTPIo
xnopvay), B
KapTOHHIN ynakoBLi
3 MapKyBaHHSIM

LMK BUPOOHMLTBA,
KOHTPOIb AKOCTI
PO34YMHHIMKA B
amnynax: FAYMNT
DAPMA NIBPOH,
®paHuin
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YKpaiHCbKOI MOBOIO;
no 10 dprnakoHis 3
nopotukom Ta no 10
nonepeaHL0
3aMOBHEHMNX
wnpwuis (0,5 mn),
WO MICTATb
po3unHHUKK (0,4 %
PO34MH HaTpito
xnopuay), B
cTaHgapTHO-
EKCMOPTHIN
ynakoBLi, ska
MiCTUTBCS Y
KapTOHHIl kopobui 3
iHCTpyKUieto ans
Mean4Horo
3acTocyBaHHSA
29. | BI3KblO PO34MH ANS iH'EKLN, Hosapric Lsewuapi BUMYCK Cepint: Benbria/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/18833/01/01
120 mr/mn; no 0,23 Osepcis A AnkoH-Kyspbop, LLisenuapis 3MiHn | Tuny - 3MiHn 3 axocTi. AdDI. peuernmom
My pnakoHi, no 1 IHBECTMEHTC benbris; CT1abinbHicTb. 3MiHa nepioay NOBTOPHUX
dnakoHy B Al BUPOBHMLUTBO BMNpoOyBaHb/nepioay 36epiraHHs abo ymoB
KOMIMIEKTi 3 FONIKO0 roToBOro 30epiraHHs A®I (3a BigcyTHOCTI ¥
binbTpyBansHOK B nikapcbkoro 3acooy, 3aTBEpPAKEHOMY A0ChE cepTudikaTa
KopobLi 3 KapTOHY BKITHOYa04n BignoBigHOCTi €Bponenchki hapmakonei, Lo
KOHTPOIb SKOCTI, BKJ1H04a€E Nepiof, MOBTOPHOIO BUMPOOYBaHHS)
nepBUHHE Ta (nepiog noBTOpHOrO BUNpPobyBaHHA/Nepios
BTOPUHHE 36epiraHHs) - 36inbLueHHss abo BBeAEHHS
nakyBaHHS: nepiogy NoBTOpPHOro BUNpobyBaHHsa/nepiogy
HoBaprTic ®apma 36epiraHHst Ha OCHOBI pe3ynbTaTiB AoCNiAKEHb
LWtenH AT, y peanbHoMy Yaci. NogoBXeHHs TepMiHy
LLiBeviLapis; npuaatHocTi A®I 6ponyunsymab 3 36 micsuis
KOHTPOrb SIKOCTi: 00 60 micauis, Ha nigcTaBi NO3UTUBHUX
Hosaprtic ®apma AT, pesynbTaTiB cTabinbHOCTI y peanbHOMy Yaci
LLIBeviLapisa
30. | BITAnIMA KOHLeHTpaT Ans dpeseHiyc HimeyumH PpeseHiyc Kabi Ab LLseuis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/16591/01/01
ana nITen PO34mMHY Ans Kabi a 3miHu | TUNY - AgmiHicTpaTuBHi 3MiHK. 3MiHa peuenmom nionsieae
iHdpysin; no 10 mny Honunang HanMmeHyBaHHS Ta/abo agpecu Micud
CKMSAHIA amnyni; no m6X NpOBaXeHHS OisnbHOCTI

10 amnyny
KapTOHHiI kopobLyi

BMPOOHVKa/imnopTepa rotToBoro nikapcbkoro
3aco0y, BKMOYa4m AinbHULL BUNYCKy cepii
abo micLe NnpoBeAeHHst KOHTPOIO SIKOCTI.
(misnbHicTb, 3a AKy Bignoeiaae
BUPOGHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepiit) BHECEHHS YTOUHIOLYUX JaHUX B agpecy
BUpoGHuka M3 dpeseHiyc Kabi AB, LUsedis,
6e3 3MiHM MicLa BUpOOHMLTBA 3MiHM BHECEHO
B iHCTPYKLIiI0 ANSt MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain




16 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
«MicuesHaxomkeHHs BUpobHUKa Ta agpeca
MiCLisi MPOBagKEHHS NOro AisinbHOCTI» 3
BiANOBIOAHNMW 3MiHAMW Y TEKCTI MapKyBaHHS
yNaKkoBKW Nikapcbkoro 3acoby. 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. BunyyeHHs
BUPOBHMYOT AinbHULUI (BKMHOYAKYN AiNbHALI
ansa A®l, npomixkHoro npogykTy abo roToBoro
nikapcbkoro 3acoby, AinbHuui Ans
npoBefeHHs NakyBaHHSI, BUPOOHNKa,
BiANOBiganNbHOro 3a BUNYCK Cepin, Micue
npoBefeHHs1 KOHTPOro cepii) abo
nocrtavarnbHuKa BUXigHOro Martepiany,
peareHTy abo 4ONOMIKHOI pe4OoBMHN (SIKLLO
3a3HayeHo y Aocbe) BunyyeHHst BUpobHnyoi
ninbHuui F Hoffmann-La Roche Ltd/®
XodbdmaHh-INa Powe JT1a, Weenuapia ana
A®I ditomeHagioH.
31. | BOOA onsa PO3YMHHUK ANg MpuBaTHe YkpaiHa MNpuBaTHe YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 6e3 - UA/7306/01/01
IH'EKLIN napeHTepanbHoro akuioHepHe akuioHepHe 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudikat peuyenma
3aCcTOCyBaHHS Mo 2 TOBapucTBo TOBapucTBo BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
mn B amnyni; no 10 "Nekxim- "INekxim-Xapkis" €BponeWcbkin dhapmakonei/MoHorpadii.
abo 100 amnyn y XapkiB" 3MiHK, NoB's3aHi 3 HeOOXiAHICTIO NPYBEAEHHS!
nayui; no 5 mn B y BiANOBIgHICTb 40 MoHorpadii APY abo
amnyni; no 10 abo €Bponeicbkoi hapmakonei, abo iHLwoi
100 amnyn y nayui; HauioHanbHoi hbapmakonei aepxasu €C
no 2 mn B amnyni; (3miHa y cneumdikauisx, nos'sa3aHa 3i 3MiHaMu
no 5 amnyny B [1®Y, abo EBponevickkinn dpapmakonei, abo
GnicTepi; no 2 iHWin HauioHanbHiM dpapmakonei Aep>xasun
6nictepn y nayuj; no €C). CynyTHs 3MiHa- 3MiHU 3 SKOCTi.
5 mn B amnyni; no 5 CeprtudikaT BignosigHocTi/lE-cepTudikat
amnyn y 6nicrepi; no BignoBigHOCTI €Bponenchkii
2 Bnictepu y nauui; dapmakonei/moHorpadii. 3miHu, nos'asaHi 3
no 10 mn B amnyni; HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
no 5 a6o 10, abo MoHorpadii APY abo Esponencbkoi
100 amnyn y nayui; capmakonei, abo iHWOi HaLioHanbHOT
no 10 mn B amnyni; apmakonei gepxasu €C (iHLi 3MiHW)
no 5 amnyny npvBeAeHHs cneuudikauii Ta meToais
6nictepi, no 1 abo 2 KOHTPOMIO SIKOCTi po3ynHHUKa Boaa ans
6nictepu y nayui iH’ekUi oo BMMor MoHorpadii «Water for
injections» €.
32. | BOOA AnsA PO3YNHHUK AN MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: - - UA/16097/01/01
IH'EKUIN napeHTepanbHoro akuioHepHe akuioHepHe 3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
3aCTOCyBaHHS in TOBapuCTBO TOBapuCTBO BignoBigHocTi/lE-cepTudikat BianoBigHOCTI
bulk: no 2 mn, no 5 "Nekxim- "MNexxim-Xapkis" €Bponelicbkinn hapmakonei/moHorpadii.
mn abo no 10 mn B Xapkis" 3MiHu, NoB'sA3aHi 3 HeOOXiAHICTIO NPYBEAEHHS!

amnyni, no 100
amnyn y kopobui 3
neperopoakamu

y BignoBigHicTb A0 MoHorpadii APY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei aepxasu €C
(3miHa y cneumndikaLisx, noB's3aHa 3i 3MiHaMu
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

B [1dY, abo €Bponeincokin dhapmakonei, abo
iHLWIiN HauioHanbHIN dapmakonei Aepxasmn
€C). CynyTHs 3MiHa- 3MiHK 3 SIKOCTi.
CepTudikat BignosigHocTi/[E-cepTudikat
BigMNOBIQHOCTI €BpoNenchbKii
chapmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeoOXigHICTIO NpuBeaeHHs Yy BignoBigHICTb A0
MoHorpadii AdPY abo €sponeicbkoi
capmakonei, abo iHWOoi HaLioHanbHOT
dapmakonei gepxasu €C (iHLWi 3MiHW)
npvBeaeHHs cneuudikadii Ta metoais
KOHTPOIO SIKOCTi po3ynHHUKa Boga ansi
iH’ekuin oo Bumor moHorpadii « Water for
injections» €.

33.

BOOAHOIO
NEPUIO
EKCTPAKT
PIOKMIA

EKCTPaKT pPiaKMn no
25 mn y pnakoHax

MPAT
"®ITOPAPM

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
(BrnacHuKka peecTpaLiitHoro NocBig4YeHHs)
3MiHa agpecu 3asiBHUKa. BBeaeHHs 3miH
NpOTArom 6-TM MicSILIB NMicnsi 3aTBEpPAKEHHS

6e3
peuenma

nidnsicae

UA/1093/01/01

34.

FANICTEHA®

Tabnetku no 12
Tabnetok y bnictepi;
no1,2,3abo4
Gnictepn y
KapTOHHIN kopobLyi

TOB
«MEPPIFO
YKPATHA»

YkpaiHa

Pixapg BittHep Al

ABCTpis

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MmiHa 3aaBHuka J13 (MIBI) (BnacHuka
peecTpauinHOro NocBiA4YeHHS) (3rigHO Hakasy
MOS3 Big 23.07.2015 Ne 460). BeeaeHHst 3miH
NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHNUX JaHUX Npo cucTemy
apmakoHarnsay, 3MiHa yrnoBHOBaXXEHOT
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaxeHOi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-darina
cucTeMu hapmakoHarnsigy).
3MiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapmakoHarnsag. Hditoya
penakuisi: George Nicolas. MNponoHoBaHa
pepakuis: PapuHeub OkcaHa MakcumiBHa.
3MiHa KOHTaKTHMX JaHWUX YNOBHOBAaXEHOI
ocobu 3aaBHMKA, BianoBiganbHoi 3a

dapmakoHarnag,.

6e3
peuenma

UA/10024/01/01

35.

FEBKAMEH

Masbno20ry
KOHTeWHepax

MPAT
"OITOPAPM

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHK. 3MiHa

6e3
peuyenma

nidnsizae

UA/8241/01/01
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

HaiMeHyBaHHs Ta/abo agpecu 3asaBHUKA

(BNacHuka peecTpauinHoro NocBiAYEHHS)

3MiHa agpecu 3asiBHUKa. BBegeHHs 3MiH
NpoTSArom 6-TM MicsLiB Nicnsi 3aTBEpPAYKEHHS

36.

FEMOTPAH®

PO34MH ANs iH'EKLIN,
50 mr/mn; no 5 mn
abo 10 mn B amnyni;
no 5 amnyny
Gnictepi; no 1 abo 2
Gnictepu B nayui 3
KapTOHY

AT
"dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHm |l Tuny - 3miHn 3 akocTi. ADI.
Brpo6bHuuTBO. 3MiHa BUpOGHUMKa
BWXiAHOro/npoMmipKHOrO NPOAYKTy/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPOBHMYOMY npoLieci
A®Il, abo 3amiHa BUpOGHUMKa (BKINtoYatouu, ae
HeobXiaHO, MicLie NPOBEAEHHS KOHTPOTHIO
skocTi) ADI (3a BigcyTHOCTI cepTudikarta
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBEpPAKEHOMY A0ChE)(BBEAEHHS HOBOMO
BnpobHuka APl 3 HagaHHsAM macTep-danina
Ha AD|) BHECEHHS anbTepHaTUBHOIO
BMpOo6HWKa cybeTaHuii APl TpaHekcamoBa
K1cnoTa, NopoLUok (cybcTaHuis) Big
BupobHmka Ami Lifesciences Private Limited,
IHAis, BiONOBiAHI 3MiHK 3@ NOKAa3HUKOM
«3anuLWKoBI KifbKOCTi opraHivHmx
PO3YMHHUKIBY», Y 3aTBEPKEHOr0 BUPOOHMKa
A®I| cbipmm «Hunan Dongting Pharmaceutical
Co. Ltd», Kutan, B SKoCTi po34nHHMKa Ha
OCTaHHIN cTagii BUKOPUCTOBYIOTLCA BOAA; Y
anbTepHaTuBHOro BUpobHunka Ad®I cdipmu Ami
Lifesciences Private Limited, IHais, B skocTi
PO3YMHHMKA BUKOPUCTOBYHOTECSH METAHOI.
Bu3HaueHHs 3anuLLKOBMX KiNbKOCTEN
opraHiYHUX PO34YMHHUKIB NPOBOAUTLCS
MeToAoM napodyasHoi ra3oBoi xpomatorpadii.
BcraHoBnNeHO HacTynHe HOPMyBaHHS
3anuLLKOBUX KifTbKOCTEN OpraHivyHmX
PO34YMHHUKIB ANs cybCcTaHLUii anbTepHaTUBHOIO
BMPOGHMKa" MeTaHon - He Binbwe 3000 ppm.

3a
peuyerimom

UA/13975/01/01

37.

FEMOTPAH®

PO34MH ANS iH'EKLN,
100 mr/mn; no 5 mn
abo 10 mn B amnyni;
no 5 amnyny
GnicTepi; no 1 abo 2
Gnictepn B nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHun Il Tuny - 3miHK 3 sikocTi. ADI.
BupobHuuTBo. 3miHa BUpOGHMKa
BWXiQHOro/NMPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYIOTECS Y BUPOBHMYOMY npoueci
A®I, abo 3miHa BUpobHuKa (BKtoyatoun, ae
HeobXiaHO, MicLie NPOBEAEHHS KOHTPOTIO
sikocTi) ADI (3a BiacyTHOCTI cepTudpikaTa
BiANoBigHOCTI €Bponencokin apmakonei y
3aTBEpAKEHOMY [0ChE)(BBEAEHHS HOBOIO
BMpOGHMKa AD| 3 HagaHHsIM MacTep-daiina
Ha A®l) BHeCEHHS anbTepHaTUBHOIO
BUpOGHYMKa cybeTaHLii ADI TpaHekcamoBa
Kucnota, nopowok (cybcTaHuist) Big

3a
peuerimom

UA/13975/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BupobHmKka Ami Lifesciences Private Limited,
IHAis, BiONOBiAHI 3MiHK 32 NOKa3HUKOM
«3anuLWKoBI KiNbKOCTi opraHivyHmx
PO3YMHHUKIBY», Y 3aTBEPPKEHOr0 BUPOOHMKa
A®I| cbipmn «Hunan Dongting Pharmaceutical
Co. Ltd», Kutan, B IKOCTi po34nHHMKa Ha
OCTaHHIl cTagii BUKOPUCTOBYHOTLCS BOAA; Y
anbTepHaTMBHOrO BUpPobHUMKa APl chipmu Ami
Lifesciences Private Limited, IHais, B skocTi
PO3YMHHMKA BUKOPUCTOBYOTHCH METAHOI.
Bu3HaueHHs 3anuLLKOBMX KiflbKOCTEN
opraHiYHUX PO34YMHHUKIB NPOBOAUTLCS
MeToaoM napodasHoi razoBoi xpomaTorpadii.
BcTaHoBNEeHO HacTynHe HOPMyBaHHSA
3anuLLKOBUX KifTbKOCTEN OpraHivyHmX
PO34YNHHUKIB ANns cybcTaHuii anbTepHaTUBHOIO
BMPOGHMKa" MeTaHon - He Binbwe 3000 ppm.

38. | TEMOTPAH® | TabneTku, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3a - UA/15498/01/01
NniBKOBOKO "dapmak” 3MiHm |l Tuny - 3miHn 3 skocTi. AdI. peuenmom
obornoHkoto, no 500 BupobHuuTeo. 3miHa BUpOGHMKa
mr, no 10 TabneTtok BUXigHOro/MPOMi>KHOIO NPOAYKTY/peareHTy, Lo
y 6nicTepi; no 3 BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY NpoLieci
Gnictepn y navui A®I, abo 3miHa BUpobHuKa (Bkoyatoun, e

HeobXigHO, MicLie NPOBEAEHHS KOHTPOTIO
sikocTi) ADI (3a BiacyTHoCTI cepTudpikaTa
BiANoBiAHOCTI €Bponencokin papmakonei y
3aTBEepAKEHOMY [0ChE)(BBEAEHHSA HOBOIO
BMpOGHMKa AD| 3 HagaHHsIM MacTep-daiina
Ha A®l) BHeCEHHS anbTepHaTUBHOIO
BUpOGHKMKa cybeTaHLii API TpaHekcamoBa
Kucnota, nopook (cybcTtaHuis) Big
BMpobHuKka Ami Lifesciences Private Limited,
IHAia 3a nokasHWKoM «3anuLLKOBI KiNbKOCTi
OpraHiYHMX PO34MHHKKIBY. BignosigHo ao
[OKyMeHTaLii 3aTBepaeHoro BUpobHuka Ad|
dipmy Hunan Dongting Pharmaceutical Co.
Ltd., Kutan, B AKOCTi pO34UMHHUKA Ha OCTaHHIN
cTapfii BUKOpUCTOBYHOTbCA Boaa. B
anbTepHaTUBHOro BUpobHuka ADI cipmu Ami
Lifesciences Private Limited, IHais B sakocTi
PO3YMHHMKA BUKOPUCTOBYOTECH METAHOI.
BusHauyeHHs 3anmnLLKOBUX KinbKocTen
OpraHiYHMX PO3YNHHUKIB MPOBOANTLCS
mMeTodoM napodasHoi ra3oBoi xpomaTorpadii.
BcTaHoBnNeHo HacTynHe HOpMyBaHHS
3annLLKOBKX KiNbKOCTEW OpraHiYHmX
PO3YMHHUKIB ANSA cyOCTaHLii anbTepHaTUBHOIO
BUpoGHMKa cpipmmn Ami Lifesciences Private
Limited, IHgis meTaHon - He Ginbwe 3000 ppm.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
39. | FTEHTAMIUMH | posuynH ons iH'ekuin, NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/7197/01/01
Y CYNIb®AT 40 mr/mn, no 2 mn B "Tannydap 3MiHW | Tuny - 3MiHK 3 akocTi. [oToBMI peuenmom | niidnseae
amnyni; no 10 amnyn m" nikapcbkuii 3aci6. KoHTponb 4oNOMiIKHUX
Y KOHTYpHin peyoBUH. 3MiHa NapameTpiB crneumdikauin
YapyHKOBIN Ta/abo AoNYyCTUMUX MEX Ans AONOMKHOI
ynakosui; no 1 pPeYoBUHM (iHLLi 3MiHK)
KOHTYPHIN CynyTHs 3MiHa
YapyHKOBIN ynakoBLi - 3MiHK 3 sKocTi. FoToBUIA Nikapcbkuii 3aci6.
B Mayi; no 2 mn B KOHTpOsb AOMNOMIDKHMX pevoBUH. 3MiHa y
amnyni; no 10 amnyn MeTodax BUNpoOYyBaHHS JOMOMIXKHOT
Y KOHTYPHiW peyvoBUHM (iHLLI 3MiHK y MeToAax
YapyHKOBIl BMNPOOYBaHHSA (BKtoYaum 3amiHy abo
ynakoBLi, 3anasiHin nofaBaHHs)) - MNpvBeaeHHs Ha3Bwy,
nanepom cneumdikauii i METOAIB KOHTPOO AOMOMIKHOT
peyvoBuHM [nHaTpieBa Cinb
eTUNEeH[iaMiHTeTPaoLTOBOI KUCNOTK 40
moHorpadii EP (0232) Disodium edetate
(Dinatrii edetas)
3MiHV BHeceHi y po3again "Cknag" (4onomixkHi
PEeYOBUWHM) B IHCTPYKLIiIO ANs MeQn4YHOro
3aCTOCYBaHHsI Ta SIK HACMidOK - Y TEKCT
MapKyBaHHs1 yNakoBKM MikapCbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpPOKEHHS
40. | TENAON®® kancynu, no 10 TOB YkpaiHa TOB "BAJTAPTIH YkpaiHa BHECEHHS 3MiH 0 peecTpauiiH1x maTtepianis: 3a - UA/5324/02/01
kancyn y énicrepi; "BAJIAPTIH DAPMA" 3miHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
no 10 kancyny DAPMA" nikapcbkuii 3aci6. Cuctema
6nicTepi; no 3, 5 abo KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
10 6nicTepiB y mMeToAax BUNPobyBaHHA NEPBUHHOI YMaKOBKM
KapTOHHHIN nayui roTOBOrO MikapCbKoro 3acoby (iHLWi 3MiHW Yy
MeToAax BUNpoOyBaHb (BKMHOYa4M 3aMiHy
abo gonaBaHHSA))
[o[aBaHHs anbTepHAaTUBHOIO METOAY
BU3HaYEHHS TeCTy «Aaresis ApyKy» y Metogax
BMNpobyBaHHs NepByHHOI ynakosku 13
donbru antoMmiHieBoi
41. | MHEHOPM PO34MH BariHanbHWUN Eckynaniyc ITanis XIMIYHO- ITanis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/17121/01/01
0,1 % no 100 mn y dapmacbioTi PAPMALIEBTUYHA 3MiHn | Tuny - 3miHn 3 akocTi. A®I. KoHTpornb peuenmom | niidnszae
dnakoHi; no 5 yi C.p.n. JIABOPATOPIA "A. A®Il. 3miHa y meTogax BunpobysaHHa A®| abo
dnakoHiB y CENNA" C.P.J. BUXiAHOro Matepiany/npomMixxHoro
KOMMMEKTi i3 npoayKTy/peareHTy, L0 BUKOPUCTOBYETHCH Y
CTEPUnbHO npoueci BupobHuuTea API (iHWwi 3miHK y
KaHtonerw B MeTofax BUNpobyBaHHS (BKMKOYa4M 3aMiHy

KapTOHHIN ynakoBLi

abo pgonoBHeHHs1) AD| abo
BWXiQHOro/MPOMIKHOIO NPOAYKTY) METOAUKY
koHTponto APl 3a Tectom «CynposigHi
OOMILLKV» (3MIHEHO NMPUroTYBaHHSA PO34MHIB,
YMOBW XpomaTorpadyBaHHs, yMOBU
npuaaTHOCTI XpomaTorpadivyHoi cuctemu Ta
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
po3paxyHKK) NPMBEAEHO Y BiAMNOBIAHICTb A0

matepianis BUpobHUKa. 3miHu | Tuny - 3MiHm 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHsA APl abo BMXigHOrO
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETBCSA Y NpoLeci BUpobHMLTBa
A (iHWi 3miHM y MeToax BMNpobyBaHHS
(Bkntoyaroun 3amiHy abo gonoBHeHHs) AP|
abo BMXiZHOrO/MPOMIXKHOFO NPOAYKTY)
MeToAuMKy koHTporto A®I 3a TecTom
«KinbkicHe BU3HaYEHHS» (3MiIHEHO KOFOHKY,
NPUroTyBaHHsi PO34KHIB, YMOBU
XpomaTorpadpyBaHHsl, YyMOBU NpuAaTHOCTI
XpomaTorpadiyHoi cMcTeMmn Ta po3paxyHkn)
npuBeAEeHo Yy BigNOBIAHICTL 4O MaTepianis
BUpPoGHMKa. 3MiHU | TNy - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOBHULTBA 4Ns
YacTuHu abo BCbOro BUpOGHUYOro npoLiecy
roTOBOro MikapcbKoro 3acoby (AinbHUUs, Ha
SKi npoBoAsTbCA Byab-aki BUpOOHWYI cTagii,
3a BUHATKOM BUMYCKY CEpil, KOHTPOSIO AKOCTI,
NepBUHHOIO Ta BTOPMHHOIO NaKyBaHHs, Ans
HecTepurbHUX nikapcbkux 3acobis). CynyTHs
3MiHa- 3MiHu 3 gKocTi. [oToBUIA NiKapCbKui
3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBE[EHHS OAATKOBOI AiNbHULi BUpOBHMLTBA
ONs YacTuHM abo BCbOro BUPOBHMYOro
npoLiecy roToBoro nikapcbkoro 3acoby
(BiNbHUUS ANs BTOPUHHOTO NakyBaHHS).
CynyTHS 3miHa
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3acib.
3MiHM y BUpobHMUTBI. 3aMiHa abo BBeOEHHSI
[0AaTKOBOI AinbHULI BUPpOOHULTBA ANA
YacTuHu abo BCbOro BUpOGHUYOro npoLiecy
roTOBOrO fikapcbKkoro 3acoby (ainbHuus ans
NepBUHHOIO NakyBaHHS) 3aMiHa BUPOOHMKa
roToBOro fikapcbkoro 3acoby 3 Mitim C.p.n.,
ITanis Ha XIMIYHO-©OAPMALEBTUYHA
JNNABOPATOPIA "A. CENNA" C.P.J1., ITanis.
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIH SIKOCTi FOTOBOIO
nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs
BUPOOHMKa, LLIO BiANOBIAAE 32 BBE3EHHS
Ta/abo Bunyck cepii) - Bkntovyatoun

KOHTpOonb/BUNpobyBaHHs cepii. 3amiHa
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMPOGHMKa roTOBOrO Nikapcbkoro 3acoby 3
Mitim C.p.n., ITania Ha XIMIYHO-
PAPMALEBTUYHA NNABOPATOPIA "A.
CENNA" C.P.J1., Itania. 3miHn BHeceHi B
po3ginu "BupobHuk" Ta "Micue3HaxomKeHHs
BMpOGHMKa Ta MOro agpeca micus
NpoBafXXeHHA JiaNbHOCTI" B iIHCTPYKLUit0 Ans
MeANYHOrOo 3aCTOCYBaHHS NikapCbKoro 3acoby,
K HACMigoK - BiAMNOBIAHI 3MiHW Y TEKCTi
MapKyBaHHs! yNakoBKM NikapcbKoro 3acoby.
3MmiHu | TMnY - 3miHK 3 AkocTi. FoToBUM
nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
po3Mipy cepii (BKMtoYaroum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby
(36inbLweHHs o 10 pasiB NOpIiBHSHO i3
3aTBEepaAKeHNM po3mMipoM). Poamip cepii
roTOBOro fikapcbKkoro 3acoby 36inbweHo 3 20
000 onakoHiB oo 35 000 conakoHiB. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. Cuctema KoHTeHep/3aKynoptoBanbHUn
3aci6. 3miHa hopmu abo po3mipy KoHTelHepa
4K 3aKynoproBanbHOro 3acoby (NepBUHHOT
yMaKoBKW) (HECTEpUnbHI Nikapcbki 3acobu).
3MiHa po3Mipy NEPBMHHOI yNakoBKM rOTOBOMO
nikapcbkoro 3acoby. AKiCHWI Ta KinbKiCHWIA
CKNnap, NepBMHHOI YNaKoBKU, a Takox o6’em
HanoBHEeHHS rakoHiB po3ymHom (100 mn) He
3MiHIOIOTbCS.

42.

FMIBEK®

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 400
mr; no 10 TabneTok
y bnicTepi; no 3
Gnictepn B kKopobui

Hosapric
dapma Al

LLiseviuapi
A

BMPOGHMLTBO 3a
NMOBHUM LIMKMOM:
Hosaprtic ®apma
LWteinH AT,
LLisenuapis;
BMPOGHMLUTBO 3a
NMOBHUM LIUKITOM:
Hosaprtic ®apma
MpopakwH M6X,
HimeuuuHa;

LLiseviuapis/
Himeuumnna/
CnogBeHisi

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fikapCbkoro 3acoby (3miHa B ymoBax
36epiraHHs roToBOro nikapcbkoro 3acoby abo
nicnst pO34nHEHHs/BiAHOBNEHHS). 3MiHa B
ymoBax 36epiraHHs M113. 3aTBepaxeHo:
YMoBwu 36epiraHHs. 36epiratu npu
Temnepatypi He BuLe 30 °C, B opuriHanbHin

3a
peuerimom

He
nidnsicae

UA/9469/01/02

nepBUHHE, BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: Nek
dapmacbioTukanc
4.4., BupobHuya
ninbHUUS JleHaea,
CnoBeHisi

ynakosLi. 36epirati B He4OCTyNnHOMY Ansi
aiTen micui. 3anponoHoBaHo: YMoBU

36epiraHHs. 36epiratv npyn TemnepaTypi He
BuLe 25 °C, B opuriHanbHili ynakoBLi. A Takox
BHECEHHS HE3HAYHUX pefaKLinHMX NpaBoK A0
po3ainy 3.2.P.8.1. Pe3tome wWwoao ctabinbHOCTI

Ta BUCHOBKW.

3MiHM BHECEHO B IHCTPYKLUiO ANst MEOUYHOTO

3aCTOCyBaHHS NiKapcbKoro 3acoby B po3ain
«YMoBw 36epiraHHs» 3 BiANOBIAHUMW 3MiHAMU

Y TEKCTi MapKyBaHHS yNaKOBKM NiKapCbKOro




23 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acoby.
43. | BEKATUNEH TabneTku ans TOB «TeBa Ykpaina BrpobHuuTBO 3a Bonrapis/ BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: bes - UA/6633/01/01
™ PO3CMOKTYBaHHSA MO YkpaiHa» NOBHUM LIMKIOM: LLseviyapis/ 3MiHn | Tuny - 3MiHm 3 akocTi. CepTudikar peuenma
10 Tabnetok y BankaHdapma- HimeyunHa BignoBigHocTI/E-cepTudikaTt BiANOBIAHOCTI
6nictepi; no 2 abo 3, Pa3srpag AT, €sponeicbkin dpapmakonei/MmoHorpadii.
abo 4 Gnictepn y Bonrapis MogaHHA HoBOro abo OHOBEHOro
KapTOHHiI kopobui BrpobHuuTBO cepTudikaTa BignoBigHOCTi abo BUNyYeHHS
Hepo3dacosaHoro cepTucpikaTa BiaNoOBIAHOCTI €BPONENCHKIN
NpoAYKTY, KOHTPOSb dapmakonei: gna Adl; ons BuxigHoro
SAKOCTI, [O3BIN Ha maTtepiany/peareHTy/NpoMiPKHOTrO NPOAYKTY,
BMNYCK cepii: LLIO BUKOPUCTOBYHOTHLCS Y BUPOOHULTBI AdPI;
AunHo ®apma AT, ONs LOMOMIXKHOI pevyoBMHM (cepTudikat
LLisenuapis BiNoOBIigHOCTI €Bponeichkin tapmakonei) -
MepBuHHa Ta OHoBneHun ceptudikaT Bif yxe
BTOPWHHA yNaKkoBKa: 3aTBEpAKEHOro BMpOOHUKa. [MogaHHs
AunHo ®apma AT, OHOBJEHOro cepTudpikaty BiaANoBIAHOCTI
LLisenuapis €sponericbkint hapmakonei R1-CEP 2017-
[opatkoBa 117-Rev 01 Big BXe 3aTBEPKEHOrO
nabopatopis, LWo BMpobHuka Pharmasynthese (France) gito4oi
npuiMae y4acTb B PEYOBVHM LMHXOKAiIHY (AnBYyKaiHy)
KOHTPOTi SIKOCTi: rigpoxnopuay B 3B’s13Ky 3 OHOBIIEHHSM Y
HHAC Na6op O-p €Bponeickkin thapmakonei MoHorpadii Ha
Xowicnep 'mb6X, [il0Yy PEeYOBUHY Ta BUIYy4YEeHHAM BMPOBHUKa
HimevuunHa Micro-Macinazione S.A. Zona Artigianale, 11
HopnaTtkoBa 6995 Madonna del Piano / Lugano
naboparopis, Wo SWITZERLAND, wo Bignosigae 3a
npunmae yvacTb B MikpoHisauito AdI (3aTBepakeHo: R1-CEP
KOHTPOTi SIKOCTi: 2017-117-Rev 00 Name of holder:
YHTEpP3yXyHrCiHCTUT Pharmasynthese 57, rue Gravetel 76320 Saint
yT Xennenep M'm6X, Pierre les Elbeuf France; Site(s) of Production:
HimeuunHa Pharmasynthese 57, rue Gravetel 76320 Saint
Pierre les Elbeuf France; Micronization: Micro-
Macinazione S.A. Zona Artigianale, 11 6995
Madonna del Piano / Lugano Switzerland,;
Micro-Macinazione S.A. Via Cantonale 4 6995
Molinazzo di Monteggio / Lugano Switzerland;
Lab-Service S.A. 71960 La Roche-Vineuse
France; 3aanponoHoBaHo: R1-CEP 2017-117-
Rev 01 Name of holder: Pharmasynthese 57,
rue Gravetel 76320 Saint Pierre les Elbeuf
France; Site(s) of Production: Pharmasynthese
57, rue Gravetel 76320 Saint Pierre les Elbeuf
France; Micronization: Micro-Macinazione S.A.
Via Cantonale 4 6995 Molinazzo di Monteggio
/ Lugano Switzerland; Lab-Service S.A. 71960
La Roche-Vineuse France).
44. | BEKCNPO PO3YMH ANS iH eKUiN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHnX 3a He UA/17373/01/01
50 Mr/2 mn, no 2 mn "®apmaueBT "®apmaueBTnYHa matepianis:3miHu | Tuny - 3miHun Wwoao peuenmom nionsieae
B amnyni, no 5 MyHa cipma cipma "dapHuus” 6e3nekn/edhekTMBHOCTI Ta dpapmakoHarnsgy.
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpayiliHo2o

noceio4yeHHs1

amnyn y KOHTYpPHin
YapyHKOBIN
ynakosui, no 1
KOHTYPHIN
YapyHKOBIN ynakoBLi
B navui

"NapHuus"

3MiHW y KOPOTKi XapaKTepuUCTu1Li NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MELMNYHOro 3aCTOCyBaHHs
reHepuYHMX/riopnaHux/GionoaidbHMx
nikapcbkux 3acobiB nicns BHECEHHs1 Tiei camoi
3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS XXOOHUX HOBWX JOAATKOBUX
AaHux) 3MiHVM BHECeHi A0 iHCTPYKLii ans
MeAMYHOro 3aCTOCYBaHHSI NikapcbKoro 3acoby
y po3ginu: "®apmakonoriyHi BnactueocTi",
"MokasaHHs" (peaaryBaHHs),
"MpoTunokasaHHs", "B3aaemogis 3 iHwumn
nikapcbkumm 3acobamu Ta iHLWi BUAM
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHsa rpygat”, "3gaTHicTb BnMBaTH Ha
LUBWAKICTb peakLii npu KepyBaHHi
aBTOTpaHCNopToM abo iHWKMMK MexaHiamamn',
"Cnoci6 3acTtocyBaHHsi Ta 4o3n", "Mo6iyHi
peakuii”, "HecymicHicTb" 3rigHo 3 iHcbopmaLieto
LLoA0 MeAMYHOrO 3aCTOCYBaHHS!
pedepeHTHOro nikapcbKoro 3acoby
(AEKCAJTTIH®IH'EKT, po3unH ansa
iH'ekuin/iHdy3in, 50 mr/2 mn) BeegeHHs 3MiH
npoTSarom 6-Tu MicsaLiB Nicnsa 3aTBepAXEHHS
3MiHn | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYyKUii aAns
MeAMNYHOro 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHs 3
6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCTIIKEHD,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rog>KeHO 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHI [0 IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby
y po3ain "3acTtocyBaHHS y nepiog BariTHOCTI
abo rogyBaHHsA rpyaaio” BignosigHo Ao
OHOBIeHOI iHopMaLii 3 6e3neku gitoyoi
peyoBUHM BBEegeHHs 3MiH NpoTsarom 6-tu
MicsLiB nicnsi 3aTBepAKEHHS

UA/6966/01/01

45.

OEHTATEINb
®

renb Ans siced no 20
ry Ty6i; mo 1 Ty6i B
nadui 3 KapToHy

MPAT
"OITOPAPM

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asiBHWKa
(BNacHwWka peecTpauiiHoro NocBigYEHHS)

6e3
peuenma

nidnsizae
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHa agpecu 3asBHUKa. BBegeHHs 3miH
NpoTHArom 6-Tn MicsILIB NicNs 3aTBepAKEHHS
46. | OOKCOPYBIL | koHueHTpaT gns ToBapucTBO YkpaiHa AkTagic ltanis ITanis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a He UA/14710/01/01
WH-BICTA po34nHy Ans 3 C.n.A, Itanis; PymyHis 3MiHM | TUny - 3MiHK Wwopao peuenmom | niidnseae
iHdy3in, 2 mr/mn; no obmexeHo CingaH ®apma Ge3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
5 mn, 10 mn, 25 mn, Bignosigans C.P.J1.,, PymyHis 3MiHW y KOPOTKi XapaKTepuUCTu1Li NikapcbKoro
50 mn, 75 mn, 100 HiCTIO 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
My donakoHi; no 1 «BYCT MeOn4YHOro 3acToCyBaHHS
cnakoHy B DPAPMA» reHepuYHMX/riopnaHux/GionoaibHnx
KapTOHHil kopobui nikapcbkux 3acobiB nicns BHECEHHS TiEl camoi
3MiHW Ha pedpepeHTHUIN npenaparT (3MiHa He
noTpebye HagaHHS XXOAHUX HOBUX JOAATKOBUX
AaHux). 3MiHM BHeCeHi 4o iHCTpyKuii ans
MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
y po3ginu "B3aaemogisa 3 iHWMMK nikapCbKuMun
3acobamu Ta iHWi B1aM B3aemonin",
"OcobnuBocTi 3acTocyBaHHS", "3acToCyBaHHs
y nepiog BariTHOCTi abo rogyBaHHs rpyaaro”,
"3aaTHiCTb BNNMBATK Ha LWBMUAKICTL peakuii
npun KepyBaHHi aBTOTpaHCNopTOM abo iHLWMMK
mexaHiamamu”, "MobiuHi peakuii” 3rigHo 3
iHCbopMaLieto WOA0 MEAUNYHOrO 3acTOCyBaHHSA
pecepeHTHOro nikapcbkoro 3acoby
(Adriamycin, solution for injection, 2 mg/ml).
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpPOKEHHS
47. | OONOHIKA TabneTku, BKpUTI AciHo Al HimeuumH BupobHuuTBO, LLisenuapis BHECEHHS 3MiH 10 peecTpauiiHuX maTepianis: 3a - UA/15102/01/01
10 MI’ NniBKOBOO a KOHTpPOrb B NPOLIECi 3MmiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. peuernmom
060onoHKoto, BMPOBHMLTBA, BunyyeHHsa BUpOGHWYOI AinbHULI (BKITHOYao4M
NPONOHroBaHoi Al KOHTPOSb FOTOBOro AinbHuUi anst A®I, npomixkHoro npoaykty abo
no 10 mr, no 10 NPOAYKTY Ta BUMYCK roTOBOrO NiKapcbKoro 3acoby, AinbHuLI aAnsi
TabneTtok y 6nictepi; cepil: npoBeAeHHS NaKyBaHHS, BUPOOHNKa,
no 3 abo 10 AciHo ®apma AT, BignoBiganbHOro 3a BMNycK cepin, Micue
GnicTepis B LLisenuapis npoBeAeHHSs! KOHTpOrto cepii) abo
KapTOHHiI kopobLyi MakyBaHHs: nocravarnbHuKa BUXigHOro martepiany,
AciHo ®apma AT, peareHTy abo JONOMIKHOT PEYOBUHU (SIKLLO
LLisenuapis 3a3HayeHo y Aocbe) AQMiHIiCTpaTuBHa 3MiHa
BUAANeHHs YHKUIN NakyBaHHSA Ans
BUpoGHMKa AciHo ®apma Al LLsenuapis
(Bipcer 2, 4253 Nicbepr, LLsenuapisi), npu
LibOMY AaHWI BUPOOHWK 3anuvLLaeTbCs
BignoBiganbHUM 3a BUpoBHULTBO, KOHTPOMb B
npoeci BUpOGHMLTBA, KOHTPOIb FOTOBOMO
npoayKTy Ta BUNycK cepii. 3anuwaeTbes
anbTepHaTUBHUIA BUPOBHUK BignoBiaanbHWUM
3a nakyBaHHs: AciHo ®apma Al, Lsenuapis
(MdpedhpiHreppinr 205, 414 Ew, WBernuapis).
48. | OONOHIKA TabneTku, BKPUTI AciHo Al HimeyumH Bupo6HuuTBO, LLisenuapis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3a He UA/15102/01/01
10 MI" MNiBKOBOK a KOHTPOIb B MPOLIECI 3MiHu | TMny - 3MiHK Woao peuenmom nionsieae
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
060SOHKO1, BUPOOHMLTBA, 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
NPOSIOHroBaHoOI Aii KOHTPOIIb FOTOBOro 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro
no 10 wmr, no 10 NpoayKTy Ta BMMYCK 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
TabneTtok y 6nictepi; cepii: MeONYHOro 3aCcToCyBaHHs Ha nigcTa.i
no 3 a6o 10 AciHo ®apma AT, perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3nekn
Gnictepis B LLisenuapis nikapcbkoro 3acoby, abo gocnigpkeHb 3
KapTOHHIl kopobui [NakyBaHHS: 6e3nekun 3acTocyBaHHS fikapcbkoro 3acoby B
AciHo ®apma AT, nicnapeecTpauinHuii nepiog, abo sik
LLisenuapis pe3ynbTaT OLiHKN 3BiTY 3 LOCHIOKEHD,
npoBefeHnx BigNoBIiAHO 4O NnaHy
neaiaTpuyHmx gocnimkers (PIP) (3miny
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECeHI 0 iHCTPYKLUii ANst MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTtocyBaHHs", "Cnocit
3actocyBaHHs Ta go3n", "lMepenosyBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdbopMauii 3 6e3neku gjto4oi pe4yoBUHMN.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPKEHHS.
49. | OONOHIKA TabneTkn, BKPUTI AciHo Al HimeyumnH BupobHuuTBoO, LLisenuapis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/15102/01/02
20 MI NniBKOBOIO a KOHTPOIb B NPOLIECI 3MmiHu | TUNY - AAMIHICTPaTUBHI 3MiHW. peuernmom
060OHKOH, BUPOGHMLTBA, BunyuyeHHs BUpOGHMYOI AinbHMLI (BKIOYaoum
NPONOHroBaHoi Al KOHTPOSb FOTOBOro AinbHuUi anst A®I, npomixkHoro npoaykty abo
no 20 wr, no 10 NPOAYKTY Ta BUMYCK roTOBOrO NiKapcbKoro 3acoby, AinbHULI aAnsi
Tabnetok y 6nictepi; cepil: npoBeAeHHs NakyBaHHs1, BUPOOHNKa,
no 3 abo 10 AciHo ®apma AT, BignoBiganbHOro 3a BMNycK cepin, Micue
bnictepis B LLIserinapisa NPOBELEHHSA KOHTPOIO cepii) abo
KapTOHHiI kopobui MakyBaHHs: nocrayanbHWKa BUXigHOro maTepiany,
AciHo ®apma AT, peareHTy abo JONOMIKHOT PEYOBUHU (SIKLLO
LLIseinapisa 3a3HavYeHo y A0oCbe) AQMiHiCTpaTuBHa 3MiHa
BuAaneHHs oyHKUi nakyBaHHS ons
BUpoGHMKa AciHo ®apma Al LLisenuapis
(Bipcser 2, 4253 Nicbepr, LLiBenuapis), npu
LibOMY AaHWI BUPOOHWK 3anmLLaeTbCs
BignoBiganbHUM 3a BUpoBHULTBO, KOHTPOMb B
npoueci BUpoOHULTBA, KOHTPOIb FOTOBOTO
npoayKTy Ta BUNyck cepii. 3anuwaeTbes
anbTepHaTUBHUIA BUPOOHUK BignoBiaanbHWUM
3a nakyBaHHs: AciHo ®apma AT, Lsenuapis
(MdbeddiHreppiHr 205, 414 Ew, Lsenuapis).
50. | OOJIOHIKA TabneTku, BKPUTI AciHo Al HimeuvuunH Bupo6HuuTBO, LLisevuapis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/15102/01/02
20 MIr NNiBKOBOI a KOHTPOIb B MPOLIECI 3MiHn | TMny - 3MiHK Woao peuenmom nionsizae
060noHKot, BUPOGHMLTBA, 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

NPOOHroBaHoi Aii
no 20 mr, no 10
Tabnetok y 6nictepi;
no 3 aéo 10

KOHTPOSb roTOBOro
NpoayKTy Ta BUMYyCK
cepii:

AciHo ®apma AT,

3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Gnictepis B LLisenuapis nikapcbkoro 3acoby, abo gocnigpkeHb 3
KapTOHHiI kopobui MakyBaHHs: 6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
AciHo ®apma AT, nicnsapeecTpauiiHuin nepioa, abo sk
LLisenuapis pe3ynbTaT OLiHKK 3BiTY 3 AOCHIOKEHD,
NpoBeAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHs", "Crocib
3acTocyBaHHA Ta fo3n", "MepenosyBaHHa",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdpopmaLii 3 6e3nekn Ail4oi peYOBUHM.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBEPKEHHS.
51. | AOJIOHIKA TabneTkn, BKpUTI AciHo Al HimeuumnH BupobHuuTBo, LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a - UA/15102/01/03
40 MI’ NniBKOBOKO a KOHTPOSb B NPOLIECi 3MiHn | TMNY - AgMiHICTPaTUBHI 3MiHW. peuenmom
060OHKOH, BUPOGHMLTBA, BunyuyeHHs BUpOGHMYOI AinbHMLI (BKIOYaoum
NPOOHroBaHoI Aii KOHTPOIb rOTOBOr0 ainbHUUi ana A®l, npomixkHoro npogykty abo
no 40 mr, no 10 NPOAYKTY Ta BUMYCK roTOBOro NikapcbKkoro 3acoby, AinbHuUUi ans
TabneTtok y Gnictepi; cepil: NPOBEAEHHSI NaKyBaHHS, BUPOOHMKa,
no 3 abo 10 AciHo ®apma AT, BiAMNOBIAANLHOrO 3a BUMYCK Cepili, MicLe
Gnictepis B LLIseniLapis NpoBeAeHHs KOHTPONto cepii) abo
KapTOHHiI kopobui MakyBaHHs: nocrayanbHuKa BUXiAHOrO MaTepiany,
AciHo ®apma AT, peareHTy abo JONOMDKHOI PEYOBUHM (SKLLO
LLiseniapis 3a3HayeHo y Aocbe) AgMiHiCTpaTuBHa 3MiHa
BuAaneHHs (PyHKUi nakyBaHHS ons
BunpobHuka AciHo ®apma Al LLiBenuapis
(Bipcer 2, 4253 Nicbepr, LLseiuapis), npu
LibOMY AaHWI BUPOOHWK 3anmLLaeTbCs
BignoBigansH1M 3a BUpoOHULITBO, KOHTPOIb B
npoteci BUpOGHMLTBA, KOHTPOIb FOTOBOTO
npoayKTy Ta BUNyck cepii. 3anuwaeTbes
anbTepHaTUBHWUIA BUPOBHMK BignoBigansHUi
3a nakyBaHHs: AciHo ®apma Al, Lsenuapis
(MdbeddiHreppiHr 205, 414 Ew, Lsenuapisi).
52. | AONOHIKA TabneTkn, BKpUTI AciHo Al HimeuumnH BupobHuuTBo, LLisenuapis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/15102/01/03
40 MI NNiBKOBOK a KOHTPOrb B NpoLeci 3minu | TMny - 3miln WwWoao peuenmom nionsieae
060noHKot, BUPOGHMLTBA, 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

NPOOHroBaHoI Al
no 40 mr, no 10
Tabnetok y 6nictepi;
no 3 abo 10
GnicTepis B
KapTOHHiI kopobui

KOHTPOJb rOTOBOIO
NPOAYKTY Ta BUMYCK
cepii:

AciHo ®apma AT,
LLseniuapis
MakyBaHHs:
AciHo ®apma AT,
LLisevinapis

3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro

3acoly, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
MEAMNYHOrO 3aCTOCYBaHHsI Ha MiAcTaBi

perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku

nikapcbkoro 3acoby, abo gocnimxeHs 3

6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B

nicnapeecTpauiiHui nepioa, abo sk
pes3ynbTart OUiHKN 3BiTY 3 OCNIOKEHb,
npoBeAeHMX BigNoBigHO 40 nnaHy
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

negiatpuyHmnx gocnigxeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTtocyBaHHsA", "Cnocit
3acTocyBaHHA Ta fo3n", "MNepenosyBaHHsA",
"MobiuHi peakuii" BigNoBigHO [O OHOBMEHOT
iH(bopMaLii 3 6e3nekun 4jt4oi pe4YoBUHMN.
BBegeHHs 3miH npoTsArom 6-Tm MicsiuiB nicnsi
3aTBEPPKEHHS.

53.

OONOHIKA
80 MI

TabneTkn, BKpUTI
NniBKOBOKO
06010HKO1,
NPOSOHroBaHoI Aii
no 80 mr, no 10
Tabnetok y 6nictepi;
no 3 aéo 10
Gnictepis B
KapTOHHIN kopobLi

AciHo Al

HimeuvuuH
a

Bupo6HuLTBO,
KOHTPOrb B NPOLIECi
BMPOBHMLTBA,
KOHTPOMb rOTOBOIO
NpoayKTy Ta BUMyCK
cepil:

AciHo ®apma AT,
LLisenuapis
MakyBaHHs:
AciHo ®apma AT,
LLisenuapis

LLsenyapis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMNy - AgMiHiCTPaTUBHI 3MiHW.
BunyyeHHsa BUPOGHMYOI AinbHULI (BKITHOYaO4M
ainbHuUi gnsa A®l, npomixkHoro npoaykty abo
roTOBOro nikapcbKkoro 3acoby, AinbHuUUi ans
NPOBEAEHHS NaKyBaHHS, BUPOOHWKa,
BiANoBiganbHOro 3a BUNYyCK cepin, Micue
NpoBeAeHHs KOHTPOnto cepii) abo
nocrayanbHuKa BUXiOHOro MaTepiany,
peareHTy abo 4ONOMIXKHOI Pe4OoBMHN (SIKLLO
3a3HayvyeHo y Aocbe) AOMiHicTpaTuMBHa 3MiHa
BUAANeHHSA YHKUIN NakyBaHHSA ANns
BUpobHmKa AciHo ®apma Al Lseluapis
(Bipcer 2, 4253 Nicbepr, LLsenuapis), npu
LbOMY AaHWIA BUPOOHUK 3annLIaeTbCst
BignoBiganbHUM 3a BUpoBbHULTBO, KOHTPOMb B
npoteci BUpOGHMLTBA, KOHTPOIIb FOTOBOTO
npoAyKTy Ta BUNycK cepii. 3anuwaeTbes
anbTepHaTUBHUIA BUPOGHMK BianoBiaanbHMn
3a nakyBaHHs: AciHo ®apma Al, Lsenuapis
(Mdpedhpinreppinr 205, 414 Ew, Benuapis).

3a
peuerimom

UA/15102/01/04

54.

OONOHIKA
80 MI

TabneTkn, BKpUTI
NniBKOBOKO
0600HKOH,
NPONOHroBaHoi Al
no 80 mr, no 10
Tabnetok y 6nictepi;
no 3 abo 10
GnicTepis B
KapTOHHiI kopobLyi

AciHo Al

HimeuvuuH
a

BupobHuuTBO,
KOHTpPOrb B NpOLieCi
BMPOBHMLTBA,
KOHTPOMb rOTOBOIO
NpoayKTy Ta BUMYCK
cepil:

AciHo ®apma AT,
LLseniuapis
MakyBaHHs:
AciHo ®apma AT,
LLseniuapis

LLisenuapis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3minu | TMny - 3miln WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MEeAMYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3acTocyBaHHS MikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sik
pe3ynbTart OUiHKN 3BiTY 3 OCNIOKEHb,
NPOBEAEHMX Bi4NOBIAHO 4O NnaHy
negiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3roAXXEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHeceHi o iHCTpYKLUii Anst MeguyHoro
3aCTOCyBaHHS fnikapcbKoro 3acoby y posginu

3a
peuerimom

He
nidnsicae

UA/15102/01/04




29 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"OcobnueocTi 3acTtocyBaHHsA", "Cnocit
3acTocyBaHHs Ta gosun", "lMNepenosyBaHHs",
"Mo6iyHi peakuii" BiANOBI4HO 4O OHOBMEHOT
iH(opMaUii 3 6e3nekun jt4oi pe4oBUHN.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEPAKEHHS.
55. | AYTACTEPM Kancynu m'ski no 0,5 Mictpan AHrnis [anenikym Xenc, Icnanis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a - UA/18199/01/01
O-BICTA mr, no 10 kancyn y Kenitan C.N., Icnanis 3minn | Tuny - 3minn 3 akocTi. CepTudikat peuernmom
6nictepi; no 3 abo 9 MeHenxmeH (ginbHUUS, Wo BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
GnictepiB y T NimiTeq, Bignosigae 3a €BponeWcbkin dhapmakonei/MoHorpadii.
KapTOHHiI kopobui KOHTPOIb AKOCTI MopaHHa HoBoro abo oHoBREHOro
(dbisnko-ximiyHwUi), cepTuddikaTta BignoBigHOCTi abo BMUNyYEHHsI
BUNycK cepii); cepTudikata BignoBigHOCTI €BponenchKin
Linnoea ®dapwma, dapmackonei: ana A®l; Ans BuxigHoro
C.J1., IcnaHis mMaTepiany/peareHTy/NpoMiKHOTrO NPOAYKTY,
(ginbHUUS, Wo LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
Bignosigae 3a ans gonomixHoi pevoBuHu (CE-ceptudikaT
BUPOGHMLTBO, BignoBigHOCTI €Bponeiickki hapmakonei ons
nepBuHHE Ta Adl/BuxigHoro
BTOPUHHE marepiany/peareHTy/npoMiKHOrO NPOJYKTY
nakyBaHHS, 4i3nKo- abo JonoMibkHOI pevoBuHM) - OHOBREHWIA
XiMiYHMIM Ta cepTudikaT Bif BXe 3aTBepaKEHOro
MikpobionoriyHmin BMPOGHWKa - moAaHHsa oHosneHoro E-
KOHTPOIb SKOCTI, cepTudikaTta BignoBigHOCTI €Bponenchkii
BUNYCK cepii) dapmakonei Ne R1-CEP 2003-172-Rev 03
(3aTBepmkeHo: R1-CEP 2003-172-Rev 02)
ONs AONOMDKHOT pe4OBUHN XXenaTuH Big
3aTBepaxeHoro BupobHuka GELITA GROUP.
56. | EKCTPATEP Tabnetku no 12 MPAT YkpaiHa BiAMNoOBiAaNbHUIA 3a YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes nidnszae UA/3602/01/01
M® Tabnetok y "®ITOPAPM BUPOGHMLTBO, 3MiHu | TUNY - AgMiHiCTpaTuBHI 3miHW. 3MiHa peuenma
Gnictepax; no 12 " nepBUHHE/BTOPUHHE HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
TabneTtok y 6nictepi; nakyBaHHs, (BnacHuka peecTpauinHoro NocBiAYeHHS)
no 2 6nictepuny KOHTPOrb SIKOCTi Ta 3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
nadui 3 KapToHy BUMYCK cepii: NPOTArom 6-Tu MicsLiB NicNs 3aTBEpPOKEHHS
MPAT
"OITOPAPM",
YkpaiHa
BiAnoBiganbHWI 3a
BUPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SIKOCTI:
MAT "BitamiHn",
YkpaiHa
57. | ENOKOM® kpem 0,1 % no15r OpraHoH LLisenuapi OpraHoH XelcT 68 Benbrisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/6293/02/01
abo 30 ry Ty6i; no 1 CeHtpan lct A 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae
Ty6i y KAPTOHHIl MM6X HalMeHyBaHHs1 Ta/abo agpecu Micus

KopobLi

NPOBaMKEHHS OisnbHOCTI
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKNoYa4m AinbHULI BUMYCKy cepii
abo micLe npoBedeHHS KOHTPOHO SIKOCTI.
(DisinbHiCTb, 3a Ky Bignosinae
BUPOGHWK/IMMNOPTEP, BKIOYAKOUN BUMYCK
cepin) AgMmiHicTpaTMBHa 3MiHa Ha3BuM
BMpobHumka 113, Takox BHOCUMTbLCA He3HauHe
KoperyBaHHsi 4o agpecu. BupobHuya ainbHuus
Ta yci BUpoOHMUi onepadii 3anuwaTbes
He3MiHHMMUW. TepMiH BBEAEHHS 3MiH NPOTAroMm
6 MicauiB nicnsi 3aTBepOKEHHS
58. | ENIbTPOMBO | TabneTtku, BKpUTI MicTtpan AHrnia BUMYCK cepii, IcnaHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/19832/01/01
NAr-BICTA NniBKOBOKO Kenitan BUPOGHMLTBO, 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom nidnsicae
obonoHkoto, no 25 MeHeaxmeH nepBuHHE, BTOPUHHE nikapcbkui 3aci6. Onuc Ta cknag. 3miHa abo
Mr; No 7 TabneTok y T JlimiTeq nakyBaHH4, [oaaBaHHSA WTamnis, NOTOBLUEHb abo iHLINX
Gnictepi; no 2 abo 4 KOHTPO~b cepil: MapKyBaHb, YKIto4yalum 3amiHy abo
Gnictepu B CinToH Xicnais, C. AopasaHHs hapb Ans MapkyBaHHS
KapTOHHil kopobui 1., Icnania nikapcbkoro 3acoby (3MiHa wramni.,
NoTOBLUEHb ab0 iHLWMX MapKyBaHb) -
[oAaBaHHSA rpaBitoBaHHsi Ha TabneTky, 3amiHa
cneumndikauii y posaini «Onucy. Takox,
OHOBMEHO ONUC KONbopy, W06 ToYHile
nepepatm konip Tabnetok. 3MiHM BHECeHi B
IHCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "likapcbka
¢opma" (OCHOBHI hi3nKO-XiMiYHi BNacTMBOCTI)
59. | ENbTPOMBO | Tabnetku, BKpUTI Mictpan AHrnis BUNYCK cepil, IcnaHis BHECEHHS 3MiH 10 peecTpauiiHuX maTepianis: 3a He UA/19832/01/02
NAr-BICTA NniBKOBOKO Kenitan BUPOOHMLTBO, 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMI peuenmom nidnseae
obonoHkoto, no 50 MeHepxmeH nepBuHHE, BTOPUHHE nikapcbkui 3aci6. Onuc Ta cknag. 3miHa abo
Mr, no 7 TabneTok y T JlimiTeq nakyBaHHs, [oaaBaHHA WTamnis, NOTOBLUEHb abo iHLINX
6nicTepi; no 2 abo 4 KOHTPOMb Ccepii: MapKyBaHb, YKIHo4ya4uu 3amiHy abo
Gnictepu B CinHToH Xicnawis, C. popasaHHs hapb Ans MapkyBaHHS
KapTOHHiI kopobui J1., Icnanis nikapcbkoro 3acoby (3miHa wramnis,
NnoToBLUEHb abo iHLWMX MapKyBaHb) -
[o4aBaHHS rpaBitoBaHHsi Ha TabneTky, 3amMiHa
cneuudikauii y po3gini «Onucx». Takox,
OHOBMEHO ONUC KOMNbopy, LWo6 ToYHile
nepepatu konip Tabnetok. 3MiHM BHECeHi B
iHCTPYKLUil0 ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "llikapcbka
copma" (OCHOBHI pi3nKO-xiMiYHi BNacTMBOCTI)
60. | EYTUPOKC Tabnetku no 25 Mkr; Mepk HimewunH | Mepk Xenckea Kl'aA HimeuunHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a - UA/8388/01/01
no 25 tabnetok y Xenckea a 3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA peuenmom
6nictepi; no 2 abo KraA

no 4 6nictepu B
KapTOHHI kopobLyi

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acody
(iHWi 3MiHM y meTofax BUNpobyBaHb
(Bkntovatoum 3amiHy abo AOMOBHEHHS)) -
OHoBEHHsA aHaniTnyHoro metogy YBEPX,
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
AKUIA BUKOpPUCTOBYETbCA ANsA «KinbkicHOro
BM3HAYEHHsI» Ta « BU3Ha4YeHHs YMCTOTU»
61. | EYTUPOKC Tabnetku no 50 Mkr; Mepk HimewunH | Mepk Xenckea KlraA HimeuyunHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a - UA/8388/01/02
no 25 Tabnetok y Xenckea a 3MmiHn | Trny - 3MiHuM 3 siKocTi. [oToBUIA peuenmom
GnicTepi; no 2 abo KraA nikapcbkuii 3aci6. KoHTponb rotoBoro
no 4 Gnictepu B nikapcbkoro 3acoby. 3MiHa y meTogax
KapTOHHiI kopobuyi BUNPOBYBaHHSI FOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3mMiHM y MeTofax BuNpobyBaHb
(BKroYatoum 3amiHy abo AOMOBHEHHS)) -
OHoBneHHsA aHaniTnyHoro metogy YBEPX,
KNI BUKOpUCTOBYETbCA ANs «KinbkicHoro
BM3HaAYeHHs» Ta « BUsHa4YeHHs YncToTm»
62. | EYTUPOKC TabneTtku no 75 Mkr; Mepk HimeuwunH | Mepk Xenckea KllaA HimeuunHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/8388/01/03
no 25 tabnetok y Xenckea a 3MmiHu | TUny - 3miHm 3 gkocTi. FoToBUI peuenmom
Gnictepi; no 2 abo KraA nikapcbkuii 3aci6. KoHTpornb rotoBoro
no 4 énictepn B nikapcbkoro 3acoby. 3miHa y meTtogax
KapTOHHI kopoOui BUNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3miHK y meTogax BunNpobyBaHb
(Bkrtoyatoum 3amiHy abo JOMOBHEHHS)) -
OHoBMEeHHsA aHaniTnyHoro metoay YBEPX,
KU BUKOPUCTOBYETbCA ANsA «KinbkicHoro
BM3HAYEHHs» Ta «BU3HaYeHHs YMCTOTU»
63. | EYTUPOKC Tabnetkn no 100 Mepk HimeuunH | Mepk Xenckea KlaA HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a - UA/8388/01/04
MKT; no 25 TabneTok Xenckea a 3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
y bricTepi; no 2 abo KlraA nikapcbkuit 3aci6. KoHTponb rotoBoro
no 4 6nictepu B nikapcbkoro 3acoby. 3miHa y meTtogax
KapTOHHiI kopobui BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(iHWwi 3MiHM y meTofax BunpobyBaHb
(Bkrtoyatoum 3amiHy abo JOMOBHEHHS)) -
OHoBneHHs aHaniTu4Horo metogy YBEPX,
KW BUKOpUCTOBYETbCA ANs «KinbkicHoro
BM3HaYEHHs» Ta «BU3HauYeHHs YyucToTm»
64. | EYTUPOKC Tabnetkun no 125 Mepk HimeuunH | Mepk Xenckea Kl'aA | Hime4yunHa BHECEHHS 3MiH 10 peecTpauiiHux mMaTepianis: 3a - UA/8388/01/05
MKT; no 25 TabneTok Xernckea a 3miHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
y bricTepi; no 2 abo KlraA nikapcbkuin 3aci6. KoHTponb rotoBoro
no 4 6nictepu B nikapcbkoro 3acoby. 3miHa y MeTogax
KapTOHHIl kopoOLi BUNPOOYyBaHHSA rOTOBOro NiKapCbKoro 3acoby
(iHWwi 3MiHNM y meTofax BunpobyBaHb
(BkntoYatoumn 3amiHy abo JOMOBHEHHS)) -
OHoBneHHsA aHaniTnyHoro metogy YBEPX,
KU BUKOpUCTOBYETbCA ANs «KinbkicHoro
BM3HAYEHHsI» Ta « BU3Ha4YeHHs YucToTU»
65. | EYTUPOKC Tabnetkn no 150 Mepk HimeuyunH | Mepk Xenckea KllaA HimeuunHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a - UA/8388/01/06
MKT; no 25 TabneTtok Xenckea a 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA peuenmom
y 6nicTepi; no 2 abo KraA nikapcbkuii 3aci6. KoHTponb rotoBoro

no 4 Gnictepu B
KapTOHHiI kopobuyi

nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA roToBOro nikapcbkoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(BKIHOYaO4M 3aMiHy abo JOMNOBHEHHS)) -
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
OHoBneHHs aHaniTnyHoro metogy YBEPX,
KNI BUKOpUCTOBYETbCA ANs «KinbkicHoro
BM3HaYeHHs» Ta « BUsHa4yeHHs YncToTm»
66. | E@OEPANMAH | cynoswuTopii YICA CAC PpaHuis YINCA CAC ®paHuis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes - UA/5237/03/02
pekTanbHi no 150 3MmiHn | Trny - 3MiHuM 3 siKocTi. [oToBUIA peuenma

mr, no 5
Cyno3unTopiiB y
GnicTepi; no 2
Gnictepn B
KapTOHHil kopobui

nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTtoaax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(BunyyeHHA meToay BUNPODYBaHHS, SKLLO BXe
3aTBEPAKEHNIN anbTepHaTUBHUI MeToA)
BMAANEHHS 3acTapinoro MeToay KOHTPOIo
N3 "lgeHTudikauis akTMBHOI pe4yoBUHN"
(meTog TLUX), ockinbku 3aTBEpAXEHO
anbTepHaTuBHUi metod BEPX. 3minu | Tuny -
3MiHM 3 skocTi. [0TOBMI Nikapcbkuii 3acit.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
y MeTofax BunpobyBaHHSA roToBOro
nikapcbKoro 3acoby (BUnMy4eHHs meToay
BUMPOBYBaHHS, AKLLO BXe 3aTBepmKEeHUI
anbTepHaTVBHUIA METOA) BUAANEHHS
3acTapinoro metogy koHTponto 113
"lpeHTudikauis akTMBHOI pedYoBuHN" Ta
"KinbkicHe BU3Ha4eHHs Ajtoyoi pevoBuHn" (YO
metog 1).
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHSA roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKeHVX MeTofax
BUNpoOyBaHHs) He3HayHa 3MiHa Y
3aTBEpPAKEHUX MeToAax BUNPoOyBaHHS
"laeHTundikalia akTMBHOI pe4oBMHK" Ta
"KinbkicHe BU3Ha4eHHs fjtoyoi pevoBuHun" (YO
meToA 2), a came — 3MiHa Tuny cTaHaapTy
napaueTtamory («BTOPUHHWIA cTaHaapT»
3aMiHIOETLCS Ha «ETarnoHHWUIA cTaHaapT») Ans
NpUroTyBaHHSA CTaHAAPTHOTO PO3YMHY.
BHeceHHs1 pefakuiiHux 3miH B MeToam
KOHTPOIO AIKOCTi 3@ NOoKa3HWKamm
"lgeHTudpikauis akTMBHOI pevoBUHK" Ta
"KinbkicHe BU3Ha4eHHs Ajtoyoi peqoBuHn" (YO
mMeToZ 2) 6e3 3MiH KnoYoBKX NapameTpiB
(npuroTyBaHHs CTaHAAPTHOO PO3YMHY 3
OMMCOM KOHLIEHTpaL,ii CTaHAapTHOIO PO34nHY
Ta BUAaneHHs CNUCKy peareHTiB i cTaHaapTiB)
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHS roTOBOrO Nikapcbkoro 3acoby
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam
n/n JNliKapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa
3acoby ynakoeka)

Homep
aidnycky yeaHHs1* | peecmpayiliHo20
noceio4yeHHs1

(He3HayHa 3MmiHa y 3aTBepOKeHMX MeToaax
BMNPODYBaHHS) He3HaYHa 3miHa y
3aTBepKeHVX MeTofax BUNpobyBaHHs
"lgeHTudikauisi akTMBHOI pevoBUHK" Ta
"KinbkicCHe BM3Ha4YeHHs Aito4oi pevoBUHN"
(meTtog BEPX), a came — 3miHa Tuny
cTaHaapTy napauetamony («BTOPUHHWIA
CcTaHOapT» 3aMiHIOETbCS Ha «EeTanoHHUN
cTaHAapT») AN NPUroTyBaHHS CTaHAAPTHOTO
pPO34mHy. BHECeHHS pefakuinHnX 3MiH B
METOAMN KOHTPOIIO SIKOCTi 3@ NOKa3HUKaMm
"lpeHTudikauis akTMBHOI pedYoBuHN" Ta
"KinbkicHe BU3Ha4YeHHS Aito40i pevyoBUHM"
(meTop BEPX) 6e3 3miH kno4oBux napameTpis
(NpuroTyBaHHs CTaHOAPTHOIMO PO34MHY 3
ONMUCOM KOHLIEHTpaLlii CTaHO4APTHOIO PO34MHY
Ta BUAaneHHs CnnCKy peareHTiB i CTaHAapTiB,
Yyac aHanisy, Jyac yTpuMyBaHHs, TemnepaTtypa
Kamepwu Ang 3paskiB i npuaaTHICTb
XpomaTorpadiyHoi CMCTEMU, OCKIMbKY LA
iHdbopmauisa HagaHa Ha TUNOBUX
xpoMaTorpamax) 3miHu | Tuny - 3MiHM 3 SIKOCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBepOKeHVX MeTofax
BUNpoOyBaHHs) He3HayHa 3MiHa Y
3aTBepOKeHMX MeTofax BUnpobysaHHs "TecT
Ha uncToTy: 4-amiHodeHon", a came- 3MiHa
TUNy cTandapTy 4-amiHodeHony («BTOPUHHUIA
CTaHOapT» 3aMiHIOETbCS Ha «ETaNoOHHWUI
cTaHgapT»). BHeceHHs peaakuinHmx 3miH 6e3
3MiHW KIOYOBUX NapaMeTpiB (4oaaBaHHs
NPUroTyBaHHs1 CTaHAAPTHOIO PO34KHY B
CTaHAApPTHIN KOHLEHTpaLlii; BUNpaBneHHs
TMnorpadCbkMx MOMWITOK LWoA0 06’'eMiB Boan
oumLLeHoi R Ta po3unHy ackopbiHOBOT
KMCINOTW; KOPEryBaHHsl hOpMynun po3paxyHKy
wopno metony Ne2 ans nigrotoBkM npobu, a
came- BUMYYEHHS KinbkocTi cyno3uTtopiis (X) 3
PIBHSIHHS, OCKinbku Vt 3anexuTb Bifg KiNbKOCTI
CyMNo3nNTOPIiB, BUKOPUCTaHWUX Ansi
NPUroTyBaHHsI AOCHIAKYBAHOrO PO3YMHY).

67. | E@OEPANIMAH | cynoswuTopii YINCA CAC PpaHuis YIMNCA CAC ®paHuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/5237/03/03
pekTanbHi no 300 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA peuenma
mr, no 5 nikapcbkuii 3aci6. KoHTponb rotoBoro
Cyno3unTopiiB y nikapcbkoro 3acoby. 3miHa y meTtogax
GnicTepi; no 2 BMUNpPoBYyBaHHsi FOTOBOrO NikapCbKoro 3acoby
6nictepu B (BuNyYeHHs MeToAy BMNPOBYBaHHS, SIKLLO BXe
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHil kopobui

3aTBEPKEHUI anbTepHaTUBHUIA METOA)
BuarneHHs 3acTapinoro meTogy KOHTPOo
N3 "lgeHTudikauis akTMBHOI pe4yoBUHN"
(meTog TLUX), ockinbku 3aTBEPAXEHO
anbTepHaTueHUi metod BEPX. 3Mminu | Tuny -
3MiHM 3 akocTi. [oTOoBMI Nikapcbkuii 3acib.
KoHTposb roToBoro fikapcbkoro 3acody. 3MiHa
y MeToAax BunpobyBaHHs roTOBOrO
nikapcbkoro 3acoby (BUINy4YeHHst MeToay
BMNPOOYBaHHS, SIKLLO BXe 3aTBepOKeHUN
anbTepHaTUBHWUIA METOA) BUAANeHHs
3acTapinoro metoay koHTporsto 113
"lgeHTudpikauis akTMBHoOI pevoBuHK" Ta
"KinbkicHe BU3Ha4yeHHs Ajtoyoi peqoBuHn" (YO
metog 1).
3MminHn | TMny - 3MiHm 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpoByBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpAKEeHMX MeTofax
BUNPOOYBaHHS) He3Ha4Ha 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHsI
"lgeHTudikauisi akTMBHOI pevoBUuHK" Ta
"KinbkicHe BM3Ha4eHHs gito4oi pevoBuHN" (YO
MeTog 2), a came — 3miHa TUny cTaHaapTy
napaueTtamory («BTOPUHHWIA CTaHOapT»
3aMiHIOETbCS Ha «ETarnoHHWUIA cTaHa4apT») Ans
NPUroTYBaHHSI CTAaHAAPTHOIO PO34MHY .
BHeceHHs1 pefakuiiHux 3miH B MeToam
KOHTPOIO SIKOCTi 3@ NoKa3HWKamu
"lgeHTudikauis akTMBHOI pevoBUHK" Ta
"KinbkicHe BU3Ha4yeHHs Ajtoyoi pevoBuHn" (YO
meToZ 2) 6e3 3MiH KNoYoBMX NapameTpiB
(NpuroTyBaHHs CTaHOAPTHOIO PO34MHY 3
OMMCOM KOHLIEHTpaL,ii CTaHAapPTHOIO PO34nHY
Ta BUAaneHHs CrUCKy peareHTiB i CTaHAapTiB)
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMUNPoBYyBaHHsI FOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3miHa y 3aTBepOKeHVX MeTofax
BUNPOOYBaHHs) He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHsI
"laeHTundikalia akTMBHOI peyoBMHK" Ta
"KinbkicHe BU3Ha4eHHS fjitoyoi peqoBuHn"
(metog BEPX), a came — 3miHa Tuny
CTaHAapTy napauetamony («BTOPUHHUN
CTaHOapT» 3aMiHIOETLCSA Ha «EeTanoOHHUN
CcTaHAapT») ANs NPUroTyBaHHS CTaHAAPTHOIO
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

pPO34mHy. BHECeHHS pefakuinHnX 3MiH B
METOAMN KOHTPOIIO SIKOCTi 3@ NOKa3HUKaMm
"lpeHTudikauisi akTMBHOI pevoBUHK" Ta
"KinbkicHe BM3Ha4YeHHs Aito4oi pevyoBUHM"
(meTon BEPX) 6e3 3miH knto4oBrx napameTpis
(NpuroTyBaHHsA CTaHOAPTHOrO PO34MHY 3
OMMCOM KOHLIEHTpaLii CTaHAapTHOIO PO34nHY
Ta BUAaneHHs CNnCKy peareHTiB i CTaHAapTiB,
Yyac aHanisy, Jyac yTpvMyBaHHs, TemnepaTtypa
Kamepw Ang 3paskiB i npuaaTHICTb
XpomaTorpadiyHoi CMCTEeMU, OCKINbKY LS
iHdbopmauisa HagaHa Ha TUNOBUX
xpoMaTorpamax) 3miHu | Tuny - 3MiHM 3 SIKOCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMUNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpKEHNX MeToAax
BUNPOOYBaHHS) He3HayHa 3MiHa y
3aTBEepAKEHNX MeToAax BunpobyeaHHs "TecT
Ha uncToTy: 4-amiHodeHon", a came- 3MiHa
MMy cTaHaapTy 4-amiHodeHony («BTOPUHHUI
CcTaHOapT» 3aMiHIOETbCS Ha «ETaNoOHHWUN
cTangapT»). BHeceHHs peaakuinHmx 3miH 6e3
3MiHW KIOYOBUX NapaMeTpiB (ZoaaBaHHS
NPUroTyBaHHs1 CTaHAAPTHOIO PO34KHY B
CTaHOAPTHIN KOHLEHTpaLlii; BUNpaBneHHs
TMNorpadCbkMx NOMUIOK LWoAo 06’'eMiB BoaM
oumLLeHoi R Ta po3unHy ackopbiHOBOT
KMCINOTW; KOPEryBaHHsl oOpMynu po3paxyHKy
wopo metogdy Ne2 ans niarotoBku npobu, a
came- BUMYYEHHS KinbKocTi cynoautopiis (X) 3
PIBHSIHHS, OCKinbku Vt 3aneXuTb Bif KiNbKOCTI
Cyno3nTopIiB, BUKOPUCTaHWUX ANs
NPUroTyBaHHsi AOCHIAXKYBAHOrO PO3YMHY).

68. | E@OEPANIMAH | cynoswuTopii YICA CAC PpaHuis YIMNCA CAC ®paHuis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: bes - UA/5237/03/01
pekTanbHi no 80 mr, 3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA peuenma
no 5 cynosutopiis y nikapcbkuii 3aci6. KoHTponb rotoBoro
6nicTepi; no 2 nikapcbkoro 3acoby. 3miHa y meTtogax
6nictepu B BMNPOBYBaHHSA roTOBOro Nikapcbkoro 3acoby
KapTOHHiI kopobui (BunyYeHHs MeToAy BUNPODYBaHHS, SIKLLO BXe

3aTBEPPKEHUI anbTepHaTUBHUIA METOA,)
BuAarneHHs 3actapinoro meTogdy KOHTPOro
N3 "laeHTudpikauist akTMBHOI pe4oBUHKN"
(meTop TLUX), ockinbkn 3aTBEpPAXEHO
anbTepHaTuBHUiA MmeTod BEPX. 3miHu | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
y MeToAax BUnNpobyBaHHsA roTOBOrO
nikapcbkoro 3acoby (BUnyYeHHs meTogy
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BMNPOOYBaHHS, SIKLLO BXe 3aTBepOKeHUN
anbTepHaTUBHWUIA METOA) BUAANeHHs
3acTapinoro metoay koHTponto 13

"lgeHTudikauisi akTMBHOI pevoBUHK" Ta
"KinbkicHe BU3Ha4YeHHs Aitoyoi peyoBuHn" (YO
metog 1).
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeTofax
BUNPOOYBaHHS) He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHs
"lgeHTudikauisi akTMBHOI pevoBUHK" Ta
"KinbkicHe BM3Ha4eHHs gito4oi pevoBuHU" (YO
MeToZ 2), a came — 3miHa TUny cTaHaapTy
napaueTtamory («BTOPUHHWIA CTaHOapT»
3aMiHIOETLCS Ha «eTarnoHHWUIA cTaHaapT») Ans
NPUroTyBaHHs1 CTaHAAPTHOIO PO3YMHY .
BHeceHHs1 pegakuiiHMx 3miH B MmeToam
KOHTPOIIO SIKOCTi 3@ NoKa3HWKamu
"lpeHTudikauis akTMBHOI pedYoBuHN" Ta
"KinbkicHe BU3Ha4yeHHs Ajtoyoi pevoBuHn" (YO
mMeTog 2) 6e3 3MiH Kro4oBMX NapameTpis

(NpuroTyBaHHs CTaHOAPTHOIO PO34MHY 3

OMMCOM KOHLIEHTpaL,ii CTaHAapTHOTO PO34nHY
Ta BUAAnNeHHs CNUCKy peareHTiB i cTaHaapTiB)
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBepKeHVX MeTofax
BUNpoOyBaHHs) He3HayHa 3MiHa Y
3aTBEpOKEHMX MeTofax BUNpobyBaHHsI

"laeHTundikalia akTMBHOI pe4oBMHK" Ta

"KinbkicHe BU3Ha4YeHHs Aito4oi pevyoBUHM"
(metog BEPX), a came — 3miHa Tuny
CTaHAapTy napauetamony («BTOPUHHUN
CTaHOapT» 3aMiHIOETLCS HA «ETanoHHUN
cTaHgapT») ANs NPUroTyBaHHS CTaHAAPTHOMO

po34nHy. BHeceHHs pefakuiiHux 3MiH B

MeTOAM KOHTPOIIO AKOCTi 3@ NMoKa3HUKaMm
"lgeHTudpikauis akTMBHOI pevoBUHK" Ta
"KinbkicHe BU3Ha4eHHS fjitoyoi peqoBuHn"
(meTop BEPX) 6e3 3miH kno4oBux napameTpis
(NpuroTyBaHHs1 CTaHAAPTHOIO PO34MHY 3
OMMCOM KOHLIEHTpaL,ii CTaHAapTHOIO PO3YUHY
Ta BUAaneHHs CNUCKy peareHTiB i CTaH4apTiB,

yac aHanisy, 4ac yTpuMyBaHHsi, Temrnepartypa
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Kamepw Ang 3paskiB i npuaaTHICTb
XpomaTorpadivHoi CMCTEMU, OCKINbKY LS
iHdbopmauisa HagaHa Ha TUNOBUX
xpoMaTorpamax) 3miHu | Tuny - 3MiHM 3 SIKOCTi.
[oToBWIN Nikapcbkuin 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPOOYyBaHHS) He3HavyHa 3MiHa y
3aTBEpPAKEHNX MeToAax BUNpoOyBaHHA "TecT
Ha yncToTy: 4-amiHodeHon", a came- 3miHa
TUNy cTaHaapTy 4-amiHodeHony («BTOPUHHUI
CcTaHOapT» 3aMiHIOETbCS Ha «ETaNoOHHWUI
cTaHgapT»). BHeceHHs pepakuinHmx 3miH 6e3
3MiHW KIOYOBUX NapamMeTpiB (ZoaaBaHHS
NPUroTyBaHHs1 CTaHAAPTHOIO PO34KHY B
CTaHAAPTHIN KOHUEHTpaUii; BUNpaBrneHHs
TMnorpadCbKMx NOMWIOK LWoAo 06’'eMiB Boan
ounweHoi R Ta po3ynHy ackopbiHOBOI
KMCINOTK; KOPEeryBaHHsi oOpMynu po3paxyHKy
wopno metogdy Ne2 ans niarotoBku npobu, a
came- BUNYYEeHHS KinbKoCTi cynoanTopiis (X) 3
PIBHSIHHS, OCKinbku Vt 3anexuTb Bif KiNbKOCTI
Cyno3uTOpIiB, BUKOPUCTaAHUX AN
NPUroTyBaHHsi AOCHIAKYBaHOrO PO3YMHY).

69.

3I0AAP

NOPOLLIOK ANA
PO34MHY Ans

iH ekuir no 1000 mr
no 1 abo no 10
cdrakoHiB 3
MOPOLLKOM Yy
KapTOHHI kopobLyi

AAP dapma
®3-N1c

O6'egHaHi
Apabcbki
Emipatun

3elicc
dapmac’ioTikenc
MeT. JlTA.

IHAisa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MmiHu | TUNY - AgMiHICTPaTUBHI 3MiHW.
BunyyeHHs BUpOGHMYOI AinbHULI (BKIHOYa4m
ainbHuUi ana A®Il, npomixkHoro npogykty abo
roTOBOro nikapcbKoro 3acoby, AinbHWLi ons
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BigNoBigansHOro 3a BMNycK cepin, micue
npoBeAeHHSs! KOHTpOrto cepii) abo
nocravanbHWKa BUXIQHOro maTepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y Aocbe) AgMiHIiCTpaTuBHa 3MiHa
BUNy4YeHHs1 BUpobHuka A®Il: AypobiHgo Papma
JlimiTeq, 1HAiA, 3 MApKETUHIOBKX Liinen.
3anuwaeTbcst anbTepHaTUBHUN BUPOBHMK
A®I: Hektap JlandcanHcis Jtg., IHgis.

3a
peuerimom

UA/17349/01/01

70.

3YBHI
KPAMI

kparnni no 10 mn, no
10 mn y dpnakoHax

MPAT
"OITOPAPM

YkpaiHa

MPAT "®ITOGAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:
3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHsI Ta/abo agpecu 3asiBHUKA
(BnacHMka peecTpaLiiHoro NoCBigYeHHs)
3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicnsi 3aTBepAKEHHS

6e3
peuenma

nionsieae

UA/8153/01/01

71.

IBIPPI®

NMOPOLLIOK Ais
iHransauin,
no3oBaHui, no 10

AT
"®apmak”

YkpaiHa

BUPOOHMLTBO,
nepBUHHE Ta
BTOpPUHHE

Mpeuis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MmiHn 3 sikocTi. FoToBUMI
nikapcbkuii 3aci6. KoHTponb rotoBoro

3a
peuerimom

UA/19901/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MKr/go3a no 1 gosi B nakyBaHHs, nikapcbkoro 3acoby. 3miHa napameTpis
6nictepi; no 30 KOHTPOIb SKOCTI, cneumdikauin Ta/abo 4OMyCTUMUX MEX
GnictepiB y BUNYCK cepii roTOBOrO NiKapCcbKoro 3acoby (BUny4YeHHs
iHransuinHomy nikapcbkoro 3acoby: HEe3Ha4yHoro nokasHuka (Hanpuknag
npucTpoi Ennen 3acTapinoro nokasHuka, Takoro sik 3anax Ta
Ennenxanep®; no 1 dapmacktoTikan Ko., cmak, abo igeHTudikauis 6apBHUKIB Un
NPUCTPOIO B NaKeTi; IHk., Mpeuis cMakoBux fo6aBOoK)) BuAaneHHs nokasHvka
no 1 nakety y (Aowmiwka G) i3 cneundikauii 13 Ha Bunyck
KapTOHHIl kopobui Ta TepMiH NpuaaTHOCTI 3 Bi4NOBIAHO
MEeTOAMKOK BUNPOBYBaHHS.
72. | 131OPI® NOPOLLIOK ANA AT Ykpaina BMPOBHMLTBO, Mpeuis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/19901/01/01
iHransauin, "dapmak” nepBUHHE Ta 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
nosoBaHun, no 10 BTOPUHHE nikapcbkuii 3aci6. Cuctema
MKr/gosa no 1 gosi B nakyBaHHs, KOHTeWHep/3aKynoptoBanbHuii 3aci6 (iHLwi
Gnictepi; no 30 KOHTPOIb SKOCTI, 3MiHM) BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
GnictepiB y BUNYCK cepii KOHTelHep/ 3aKynoproBanbHuUii 3acib, a came
iHransAuinHomy nikapcbkoro 3acoby: Ans anioMiHieBoi ponbrn 3aMiHeHO AoMyCTUMI
npucTpoi Ennex Mexi 3a nokasHukom “Weight” (current: 260-
Ennenxanep®; no 1 dapmacktoTikan Ko., 320 g/m2; proposed: 260-323 g/m2); BHeceHi
NPUCTPOIO B NaKeTi; IHk., Mpeuis pPedakuinHi 3mMiHM y napameTpax creumdikauin
no 1 naketyy ans matepiany PVC/aluminium /OPA Ta
KapTOHHil kopobui paper/PET/aluminium; 3amiHeHo 306paeHHst
pO3MilLieHHA 0AHOA030BMX BricTepis y
iHransaAuinHoMy NpMUCTpoi.
73. | IMOAOIYM® Kancynv no 2 mr; no MakHin AHrnia I>KHTJ1 KoHcblomep ®paHuia BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 nidnseae UA/9831/01/01
6 abo 20 kancyny Mpopaktc Xenc (®paHc) CAC 3MiHn | TMny - 3MiHK Woao peuenma
6nicTepi; no 1 Nimiteq 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay

6nictepy B
KapTOHHIN navui

(iHWi 3MiHWM) 3MiHN BHECEHO B TEKCT
MapKyBaHHSs1 yNakoBKM NikapCbKoro 3acoby Ao
nyHkTy 14 (peparoBaHo TekcT). BBegeHHst 3amiH

NpOTArom 6-Tu MiCAILB MicNsi 3aTBEpPOKEHHS
3MiHu | TMny - 3MiHK Woao
6e3nekn/ecekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMYHOro 3acTOCyBaHHS Ha NiacTasi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHs 3
6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sik
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHD,

NpoBeAeHWX BiANoBIAHO A0 NnaHy

negiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3roXXeHO 3 KOMMETEHTHVM YMOBHOBaXEHUM
OopraHom)
3MiHM BHECEHO B iHCTPYKLUilO ANst MEOUYHOTO
3acTocyBaHHS NnikapCcbKoro 3acoby Ao posginis
"OcobnuBocTi 3acTocyBaHHs" Ta
"Mepeno3yBaHHs" (MPOnoHraLis kKoMniekcy




39 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

QRS) BignoBigHO [0 OHOBMEHOT iHdbopmaLii
wono 6e3neku 3acTocyBaHHs Aito4oi
pPEeYvYoBUHYM 3rigHO 3 pekomeHgauieto PRAC.
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBepAKEHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepucTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MeAMYHOro 3aCTOCYBaHHs Ha MiACcTaBi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxkeHb 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauiHuin nepioa, abo sk
pe3ynbTar OUiHKK 3BiTY 3 JOCTIIKEHD,
npoBefeHnx BiANOBIAHO 4O NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3ro4XKeHO 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHVM BHECEHO B iHCTPYKLit0 Ans
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
0o posginie "®apmMakonoriyHi BnactmeocTi" Ta
"OcobnmBocTi 3acTocyBaHHA" (3aCTOCYBaHHSA
nionepamigy B Hag3BUYaNHO BUCOKMX
KOHLIEHTPaLisiX) BiANOBIAHO [0 OHOBMEHOI
iHdopMauii woao 6e3nekn 3acTocyBaHHS
Lil0401 PpeYOBMHU 3rigHO 3 pekoMeHaaLie
PRAC. BBefieHHs 3MiH NpOTArom 6-Tu MicsiLiB
nicnsi 3aTBepOXKEHHS
3minu | TUny - 3miln wWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MEeAMYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3aCTocyBaHHS NMikapcbKoro 3acoby B
nicnspeecTpauinHunii nepioa, abo sk
pes3ynbTar OLUiHKM 3BiTY 3 OCNIOKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepiaTpuyHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHV BHECEHO B iHCTPYKLIiO A11S MEAUYHOrO
3aCTOCYyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"MobiyHi peakuii" (rocTpuii NnaHkpeaTuT)
BiZNOBIOHO 1O OHOBMEHOI iHhopMaLii Wwoao
6e3nekn 3aCToCyBaHHS Ailo40i peYoBUHM
3rigHo 3 pekomeHaauieto PRAC. BeegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepAKeHHs1. 3MiHu Il Tuny - 3MiHuM Wwoao
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeOMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBMMM
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KNIHIYHUMMN
[aHMMK Ta gaHuMK 3 chapMakoHarnsgy -
3MiHV BHECEHO B iHCTPYKLiO A1 MEAUYHOMO
3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
"®apmakornorivyHi BnactueocTi”, "Baaemogis 3
iHLWIMMK BMaamu nikapcbkmx 3acobiB Ta iHLUi
Buau B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
nosun", "MepenosyBaHHs", "MobiyHi peakuii” Ta
peparoBaHo po3Ainu "3acTocyBaHHS y NepioA
BariTHOCTi abo rogyBaHHs rpyaare”, "3aaTHicTb
BNANBATU Ha LWBUAKICTb peakLii Npy KkepyBaHHi
aBTOTPaAHCNOPTOM abo iHWMMK MexaHismamn".
BBegeHHst 3MiH NpoTarom 6-tn micauis nicns
3aTBEPOKEHHS

74.

IMOAIYM®
EKCMNPEC

TabneTku, Wo
avcnepryoTbecs B
POTOBI NOPOXHWHI,
no 2 mr; no 6
Tabnetok y Gnictepi;
no 1 6nictepy B
KapTOHHIN ynakoBLii

MakHin
Mpopaktc
Nimiten

AHrnis

KataneHT OK
CBiHaoH 3uaic
JlimiTen, Benuka
BpuTaHis; BropuHHa
ynakoBka, [403BiNn Ha
BUMYCK cepii:
IDKHTI KoHcblomep
Xenc (dpaHc) CAC,
®paHuia

Benvka
BpwuTaHis/
®paHuin

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHu | TMny - 3MiHK Wopao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHKM) 3MiHK BHECEHO B IHCTPYKLUIi ANs
MeAMYHOro 3acTOCYBaHHS [0 po3ainis
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(HapaHo po3wmpeHy HasBy
dapmakoTepaneBTUYHOI rpynu),
"MpeacTaBHUK BUpobHUKa" (pegaroBaHo
TEKCT) Ta MyHKT 17 TEKCTY MapKyBaHHS
BTOPUWHHOI YNaKkoBKYM NikapcbKkoro 3acoby
(peparoBaHo TekcT). BBeeHHs1 3MiH npoTsirom
6-TK MicsILiB nicns 3aTBepAXEHHs1. 3MiHu |
TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT ANs Mean4Horo
3aCTOCYBaHHA Ha MiACTaBi perynspHo
OHOBIOBAHOrO 3BIiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKkoro 3acoby B
nicnapeecTpauiiHui nepioa, abo sk
pe3ynbTart OUiHKN 3BiTY 3 OCNIOKEHb,
nNpoBeAeHWX BiANoBIiAHO A0 NnaHy
nepiaTpuyHmx gocnimkerns (PIP) (3miHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) 3MiHM BHECEHO B iHCTPYKLitO Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapCbKoro 3acoby
0o po3ginis "OcobnmBocTi 3acTocyBaHHs" Ta
"Mepeno3yBaHHs" (MPONoHraLis KoMniekcy

6e3
peuenma

nionsieae

UA/9831/02/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
QRS) BignoBigHO 0O OHOBMEHOT iHbopmaLii

wono 6e3neku 3acTocyBaHHs Aito4oi
pPEeYvYoBUHYM 3rigHO 3 pekomeHgauieto PRAC.
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBepAKEHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHs1 Ta iHCTpYyKLUii Ansi
MeAMYHOro 3aCTOCYBaHHs Ha MiACcTaBi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxkeHb 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauiHuin nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCNIOKEHb,
npoBefeHnx BiANOBIAHO 4O NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3ro4XKeHO 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHVM BHECEHO B iHCTPYKLit0 Ans
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
0o posginie "®apmakonorivyHi BnactueBocTi" Ta
"OcobnmBocTi 3acTocyBaHHA" (3aCTOCyBaHHS
nionepamigy B Hag3BUYaNHO BUCOKMX
KOHLIEHTPaLisiX) BiANOBIAHO [0 OHOBMEHOI
iHdopMauii woao 6e3nekn 3acTocyBaHHS
Lil0401 PpeYOBMHU 3rigHO 3 pekoMeHaaLie
PRAC. BBefieHHs 3MiH NpOTArom 6-Tu MicsiLiB
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHu
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. 3miHa y KopoTKii
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3acToCyBaHHS Ha MiAcTaBi perynspHo
OHOBOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NnikapCcbKoro 3acody B
nicnspeecTpauinHunii nepioa, abo sk
pes3ynbTar OLUiHKM 3BiTY 3 OCNIOKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepiaTpuyHmx gocnimkenrs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHO B iHCTPYKLtO A4S
MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
0o po3giny "Mob6iuHi peakuii” (rocTpuii
naHKpeaTuT) Bi4NOBIAHO 4O OHOBMEHOI
iHdopMauii Lwoao 6e3nekn 3acTocyBaHHA
Lilo401 pevoBMHU 3rigHO 3 pekomMeHaauieto
PRAC. BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB
nicns 3ateepaKeHHs. 3MiHu |l Tuny - 3MiHn

oo 6e3nekn/edeKTUBHOCTI Ta
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
chapmakoHarnsgy. 3MiHu y KOpOTKil
XapaKkTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPYKLUii Ans Mean4Horo
3acToCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMMW JaHUMK Ta
AaHvMu 3 hapmakoHarnagy - 3MiHM BHECEHO B
iHCTPYKUil0 ONst MEAVYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
"®apmakornorivyHi BnactueocTi”, "Baaemogis 3
iHLWIMMK BMaamu nikapcbkmx 3acobiB Ta iHLUi
Buau B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
nosun", "MepenosyBaHHs", "MobiyHi peakuii” Ta
peparoBaHo po3Ainu "3acTocyBaHHS y NepioA
BariTHOCTi abo rogyBaHHs rpyaare”, "3aaTHicTb
BNANBATU Ha LWBUAKICTb peakLii Npy KkepyBaHHi
aBTOTPaAHCNOPTOM abo iHWMMK MexaHismamn".
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPOXKEHHS
75. | IHOAHPUKC cycneHsia (DTPa- makcoCwmit Benuka "makcoCmiTKnanH Benbrisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/15832/01/01
™ NB XIB / IPV) ons iH’ekuin no Knanu BpuTaHis Bionogxikans C.A. 3MiHn | TMNYy - AgMiHiCTPaTUBHI 3MiHW. peuenmom
INFANRIX™ 0,5 mn (1 posa) Ta EkcropT Buny4yeHHs BUpOGHMYOI AinbHWLI (BKIOYaoum
IPV HIB niodpinizar (Hib); NimiTen ainbHUUi ana A®l, npomixkHoro npogykty abo
KOMBIHOBA | cycneHsis (DTPa- roTOBOro NikapcbKkoro 3acoby, AinbHuUUI ans
HA IPV) ans iH'ekuin no npoBeAeHHs NakyBaHHsI, BUPOOHWKa,
BAKLIMHA 0,5 mn (1 posa) y BiAMOBIAaNbLHOro 3a BUMYCK Cepil, MicLie
ansa nonepegHL0 npoBeAeHHS! KOHTpOrto cepii) abo
NPO®INAKT HanoBHEHOMY nocrayanbHuKa BUXiAHOrO MaTepiany,
KN O[HOpPa30BOMY peareHTy abo AONOMIKHOI pe4OBUHN (SKLLO
OUOTEPII, wnpwuui Ne1 y 3a3Ha4eHo y Aocbe) MNpUnrMHEeHHs yHKLIN 3
NMPABLA, KOMMMEKTi 3 ABOMa oumueHHst Tetanus Toxoid (TT) Ta KoH'torauii
KALUJTIOKY ronkamu Ta npomixxHoro npogykty PS Haemophilus
(ALENKONAP | niodinizar (Hib) y influenzae Tuny b 3 6inkom-Hociem TT, wo
HUKA cdnakoHi Ne1, Lo BMKOHYyBanucs y npoweci BupobHuutea
KOMIMOHEHT | 3miwyoTbecs nepen KOH'toraty, y 6yaiesni RX 46 (bnokun RX46.0,
), BUKOPUCTAHHSIM: MO RX46.2C) Ha pinbHuui GlaxoSmithKline
noniomieni 1 nonepegHLO Biologicals S.A., Rue de I'Institut, 89 1330
TY TA HarnoBHEHOMY Rixensart, Belgium. 3minn | Tuny -
3AXBOPIOB oaHOpa3oBOMY AaMiHiCTpaTMBHI 3MiHU. BunyyeHHs
AHb, LINpuLY Y KOMMMeKTi BUPOGHMYOT AinbHULI (BKMHOYaKYM AinbHULI
3BYAHUKOM | 3 gBoma ronkamu Ta ans A®Il, npomixxHoro npoaykTy abo rorosoro
AKUX € 1 donakoHom 3 nikapcbkoro 3acoby, AinbHuui Ans
HAEMOPHIL niogpinizatom (Hib) y npoBefeHHs NakyBaHHsI, BUPOOHNKa,
us BaKyyMHil BignoBigansHOro 3a BMNyck cepin, Micue
INFLUENZAE | cTepunbHin NpoBEAEHHS! KOHTPOTto cepii) abo
TANY B ynakosui; no 1 nocrayanbHWKa BUXiAHOrO MaTepiany,
BaKyyMHil peareHTy abo AONOMIKHOT Pe4OBUHN (SKLLO

CTEepUnbHiIn ynakosLi
Y KapTOHHIl kopobui

3a3Ha4eHo y Aocbe) MNpUnrMHEHHS hyHKLIN 3
BMPOBOHMLTBA O4ULLLEHOTO KancynbHOro




43 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nonicaxapugy Haemophilus influenzae tuny b:
Polyribosyl-Ribitol-Phosphate bulk, o
BUKOHyBanucs y 6yaisni WN17 Ha ginbHuui
GlaxoSmithKline Biologicals S.A., Parc de la
Noire Epine, Rue Fleming, 20 B-1300 Wauvre,
Belgium.
76. | KANEHAYNN HacTovika no 40 mn 'y MPAT Ykpaina BiANOBIAANbHUIA 3a Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes nidnsizae UA/8039/02/01
HACTOMKA dnakoHax CKNsHMX "®ITOPAPM BMPOBOHMLTBO, 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma
abo noniMepHuXx; " nepBuHHE HaiMeHyBaHHs Ta/abo agpecu 3asaBHUKA
nakyBaHHs, (BNacHuka peecTpauiHoro NocBia4YeHHS)
KOHTPOIb SKOCTi Ta 3MiHa agpecy 3asiBHMKa. 3MiHW BHECEHO B
BUMYCK Cepil: IHCTPYKLUIitO ONA MeANYHOro 3aCTOCYBaHHS
MPAT nikapcbkoro 3acoby 4o posginy
"®ITOPAPM", "Micue3HaxomKeHHs 3asiBHMKA" BignoBigHO A0
YkpaiHa marepianiB peecTpauifHoro gocee. BeegeHHs
BignoBiganbHUN 3a 3MiH NpOTAroM 6-Tu MicsuiB nicns
BMPOBHMLTBO, 3aTBEPKEHHS.
nepBuHHe
nakyBaHHs,
KOHTPOMb SKOCTI:
AT "Ily6Hucbapm",
YkpaiHa
77. | KETANbIr'mH Tabnetkm no 0,01 r MpuBaTHe YkpaiHa MNpuBaTHe YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a He UA/3314/01/01
® no 10 Tabnetok y aKujioHepHe akKujioHepHe 3minm | Tvny - 3miln wopo peuenmom | niidnszae
6nicTepi; no 1 abo 2 TOBapucCTBo ToBapuCTBO "[lekxim 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
Gnictepu y navui "Nekxim- - XapkiB", YkpaiHa 3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
Xapki" MpAT "TexHonor", 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii ANns
YkpaiHa MeAMYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3aCTocyBaHHS NMikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pes3ynbTart OUiHKW 3BiTY 3 JOCNIMKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHeceHo A0 IHCTpyKLii Ans MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHSA y nepioa BariTHOCTi abo
roflyBaHHs rpyaar” wono 6esnekm
3acToCyBaHHSA [ito40i pevyoBUHN KETOpOoraKy
TpomeTaMiHy BigMnoBigHO OO pekoMeHaaLin
PRAC. BeegeHHs1 3MiH NpOTsroMm 6-Tu micsuis
nicnsi 3aTBEpAXKEHHS
78. | KETOAOIH cynosuTopii CninbHe YkpaiHa CninbHe ykpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: be3 nidnsieae UA/5825/01/01
BariHanbHi no 400 YKpaiHCbKO- icnaHcbke 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA peuenma
Mr; no 5 icmaHcbke nignpMemMcTBo nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y




44 [IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
CynosuTopiis y nignpvemMcTse "Cnepko YkpaiHa", TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi
cTpwni; no 2 ctpunu o "Cnepko Ykpaina roTOBOIO MikapCbKoro 3acoby (36inbLueHHs
B MayLi 3 KapTOHY YkpaiHa" (NoOBHWUIA LWKN TepMiHy NpMAaTHOCTI FOTOBOrO NiKapCbKoro
BUPOOHMLTBA, 3acoby) - [1na TOproBoi ynakoBku
BUNYCK cepii; (niaTBEPAXYETLCA AaHMMKN peanbHOro vacy)
KOHTPOb SIKOCTI) 30inbLUEeHHA TepMiHY NPUAATHOCTI NMikapCbKoro
3acoby (3aTBepaKEHO: 2 POKW;
3anpornoHoBaHo: 3 poku). 3MiHN BHECEHI B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH
npvaaTHOCTI BBeaeHHs 3MiH NpoTsirom 6-Tu
MicsaLiB Micnsa 3aTBEpPAXEHHS.
79. | KETOTU®EH | cupon, 1 mr/5 mn no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a He UA/1281/01/01
50 mn y donakoHi aKuioHepHe akKujioHepHe 3minu | Tvny - 3miln wopo peuenmom | nidnszae
noniMepHomy; no 1 TOBapUCTBO TOBapUCTBO 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy
bnakoHy pasom i3 "HaykoBo- "HaykoBo- (iHWi 3miHW)
[03yBarnbHO BVMPOGHWYMIA BMPOBHWYMIA LEHTP 3MiHa y 3B'A3Ky YTOMHEHHS BUKITaAeHHSA
TTOXKOIO B nauuj; no LEeHTPp "bopLuarisCcbkui po3aginy "Ooaatkosa iHdopmauisa. Ol-1.
100 mn y cpnakoHi "BopLuariscb XiMiKo- Ynakoska" MKA Ta po3giny 3.2.P.7. 3miHn
cknsHomy abo KWI XimiKo- dhapmaLleBTU4HNIA BHECEHi B TEKCT MapKyBaHHS YNakoBKu
nonimepHomy; no 1 tapmaueBT 3aBog" niKapcbkoro 3acoby LLOAO0 BUITYYEHHS!
bnakoHy pasom i3 NYHUI iHdopmaLii, BUKNageHoi poCincbKo MOBOIO,
[03yBanbHOK 3aBog” Ta OesiknX iHWKX YyTOYHeHb. BBeaeHHs 3MiH
TIOXKOIO B nauuj; no NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHSA.
100 mn y 6aHuj 3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
noniMepHin; no 1 nikapcbkuii 3aci6. Cuctema
6aHui pa3om i3 KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
[03yBarnbHO nocTavanbHuKka nakyBanbHUX MaTepianis abo
JIOXKKOKO B Mavui KOMMMEKTYHOUMX (SIKLLO 3a3HAYEHO B JOCLE)
(BUNYyYeHHs nocTayanbHKka) BunyyeHHs
HallMeHyBaHHS NMocTavanbHUKIB NakyBanbHUX
MaTtepianis 3 peecTpauinHOro 4OChE, Y 3B'sI3KY
3 npuBeAeHHsM po3sainy 3.2.P.7.
peecTpaLiiHoro 4ocke Y BiANOBIAHICTb A0
€BPONENCHKMX BUMOT.
80. | KNIAPUTPOMI | tabnetku, BKpUTi AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/12435/01/02
LUWH NniBKOBOIO Megikeap BpuTaHis dapmacbioTikana 3MiHu | Tuny - 3MiHn 3 sikocTi. FoToBUMIA peuenmom
AHAHTA obonoxkoto, no 500 T, Mer. N1A. nikapcbkuii 3aci6. 3miHn y BUpoObHMUTBI. 3MiHa
mr; no 10 TabneTok po3mipy cepii (BknoYa4uu gianasoH po3mipy
y GnicTepi, no 1 cepii) roToBOro nikapcbkoro 3acoby
6nictepy B (36inbLueHHs 6inbLu HiX y 10 pasiB NOPiBHAHO
KapTOHHiIl kopobui i3 3aTBEpHKEHMM PO3MIpOM ANs TBEPANX
nikapcbkux bopm 3 HeranHUM BUBINIbBHEHHSAM
Ans nepoparnbHOro 3acToCyBaHHS)
36inbLUEHHs1 po3Mipy cepii roToBoro
nikapcbkoro 3acofy.
3arBepmkeHo: 2 000 TabneTok.
3anponoHosaHo: 200 000 TabneTok
81. | KNNIBAC® Kancynuv Teepgi no TOB YkpaiHa BMPOGHMLTBO, MonbLa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/19794/01/02




45 [IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ayo 10 mr/100 mr, no 7 "ACIHO nakyBaHHs, 3MiHu | TUny - 3MiHK Wwopao peuenmom nionsieae
Kancyn y énictepi, YKPAIHA" KOHTPOIb SKOCTi Ta 6e3nekv/edekTMBHOCTI Ta hapmakoHarnsay.
no 4 Gnictepu B BUNYCK cepii 3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
KapTOHHIN nayui nikapcbkoro 3acoby: 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
Apawmep ®apma MeAMNYHOro 3aCTOCyBaHHS Ha MiAcTaBi
C.A., MNonbLya; perynsipHo OHOBJOBAHOTO 3BiTy 3 6e3neku
nepBUHHE Ta nikapcbkoro 3acoby, abo gocnigxeHb 3
BTOPUHHE 6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nakyBaHHsa: Agamen nicnapeecTpauiiHui nepiod, abo sk
dapma C.A,, pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
Monbwa NpoBeAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OpraHom).
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHS", "MM06iYHI
peakuii” BianoBigHO 4O OHOBNEHOI iHopMmaLii
3 Gesneku aito4oi pevyoBmHU. BBegeHHs 3MiH
NpOTArom 6-Tv MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
82. | KINIBAC® Kancynuv Teepai no TOB YkpaiHa BUPOGHMLTBO, Monblwa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/19794/01/03
ayo 20 mr/100 mr, no 7 "ACIHO nakyBaHHs, 3MiHu | TUny - 3MiHK Wwoao peuenmom nionsieae
Kancyn y 6nicrepi, YKPAIHA" KOHTPOIb SKOCTi Ta 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
no 4 Gnictepu B BUNYCK cepii 3MiHa y KOpOTKil XapaKTepuUCTULi Nikapcbkoro
KapTOHHIN navui nikapcbkoro 3acoby: 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
Apawmep ®apma MEeAMYHOro 3aCTOCYBaHHS Ha MiAcTaBi
C.A,, NonbLya; perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nepBUHHE Ta nikapcbkoro 3acoby, abo gocnigxeHs 3
BTOPUHHE ©e3nekn 3acTocyBaHHS Mikapcbkoro 3acoby B
nakyBaHHs: Aoamen nicnsipeecTpauinHuii nepioa, abo sk
dapma C.A., pes3ynbTar OLUiHKM 3BiTY 3 OCNIOKEHb,
Monbwa NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OpraHom).
3MiHM BHeCeHi o iHCTpYKLUii ANnst MegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHS", "MM0biYHi
peakuii” BignoBigHO 40 OHOBMEHOI iHpopmaLii
3 B6e3neku aio4oi peyoBnHWU. BBeaeHHs 3MiH
NpOTArom 6-Tu MiCSILLIB MicNsi 3aTBEPOKEHHS.
83. | KNMIBAC® Kancynu Teepgi no 5 TOB YkpaiHa BMPOOHMLTBO, MonbLa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a He UA/19794/01/01
ayo mr/100 mr, no 7 "ACIHO naKyBaHHs, 3MiHu | TUny - 3MiHK Wwopao peuenmom nionsieae
Kancyn y énicrepi, YKPAIHA" KOHTPOIb SKOCTi Ta 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
no 4 6nictepun y BUNYCK cepii 3MiHa y KOpOTKili XapakTepucTuLL nikapcbKkoro
KapTOHHIN navui nikapcbkoro 3acoby: 3acoly, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
Apawmep ®apma MEeOUYHOro 3aCTOCyBaHHs Ha niacTa.i
C.A,, MNonbLya; perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku

nepBUHHE Ta

nikapcbkoro 3acoby, abo AochimKeHb 3




46 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE 6e3nekn 3acTocyBaHHSs nikapcbKoro 3acoby B
nakyBaHHs: Agamen nicnsipeecTpauinHuii nepioa, abo sik
dapma C.A,, pe3ynbTaT OLiHKK 3BiTY 3 AOCHIOKEHb,
Monbwa npoBefeHnx BigNoBiAHO 4O NnaHy
neaiaTpuyHmx gocnimkers (PIP) (3miny
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECeHI 0 iHCTPYKUii ANs MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHs", "lMobiYHi
peakuii” BiANOBIAHO A0 OHOBMNEHOI iHbopMmaLii
3 Gesneku aito4oi pevyoBuHU. BBegeHHs 3MiH
NPOTArom 6-TM MicsAUIB NicNsA 3aTBEPAXEHHS.
84. | KOHBYNEKC PO34MH ANS iH'eKLN, TOB "bayw YkpaiHa BMPOBHMLTBO, ABCTpis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/6595/01/01
100 mr/Mn no 5 mn B Xenc" nakyBaHH4, 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudikat peuenmom
amnyni, no 5 amnyn KOHTPOIb SKOCTi: BignosigHocTi/ME-cepTudikaT BiANoBIigHOCTI
Y KOHTYPHiW [.J11. dapma 'm6X, €Bponeicbkin hapmakonei/moHorpadii.
YapyHKOBIN ynakosLi ABCTpIsi; BUPOOHMK, MogaHHA HoBOro abo OHOBMEHOro
Lo Bignosigae 3a cepTuddikaTta BignoBiaHOCTi abo BMUNyYEHHsI
Bunyck cepii: [J1. cepTtudpikaTta BignoBigHOCTI €BpONENChKin
dapma 'M6X, dapmakonei: gna Adl; ons BuxigHoro
ABCTpis mMaTtepiany/peareHTy/NpoMiKHOTrO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BigNOBigHOCTI E€Bponenchkin hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBEpKEHOr0 BMPOOHUKa. [MogaHHs
OHOBIEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2003-
174 - Rev 03 (3aTtBepaxeHo: R1-CEP 2003-
174 - Rev 02) gns A®Il BanbnpoeBoi KMcnoTu
BiJ, BXX€ 3aTBEepAXeHOro BUpoOHuka Anjan
Drug Private Limited, India.
85. | KOPAOINPA3 TabneTkn, BKpUTI TOB «TeBa YkpaiHa BMPOGHMLUTBO 3a XopsarTis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/19992/01/02
NniBKOBOO YkpaiHa» MOBHUM LIMKITOM: 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMI peuernmom

o6onoHkoto, no 10
mr, no 10 TabneTok
y bricTepi, no 3 abo
9 6nictepiB y
KapTOHHiIl kopobui

MINIBA XpsaTcka
4.0.0., XopBartis
KOHTpOrb cepii
(meTopg
PeHTreHiBcbKoi
andpakuii):
MINIBA XpeaTcka
[.0.0., XopBartis

nikapcbkuii 3aci6. 3MiHM y BUpOGHMUTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIH SIKOCTi FOTOBOIO
nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs
OiNbHWULI, Ha SKiI 30INCHIOETLCS
KOHTpOrb/BUNPOOYBaHHs cepii);

Y 3B'A3Ky 3 nepeMiweHHsAM npunagy ans
npoBeaeHHsi PeHTreHiBcbKoi Andppakuii
(XRPD) gopaBaHHs ginbHULI BignosiganbHoi
3a KOHTpOIb cepii (MeToa PeHTreHiBcbKol
andpakuii): MIIBA Xpeatcka 4.0.0., Wwoce
MpyaHuuka 54, 10291 Mpwurop'e Bpgoseuko,
Xopgarisi / PLIVA Hrvatska d.o.o., Prudnicka
cesta 54, 10291 Prigorje Brdovecko, Croatia.
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3MiHn | TMNy - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHK). 3MiHK BHECEHO B TEKCT
MapKyBaHHSs1 yNakoBKM MikapCbKoro 3acoby
LLI0AO KOHKpeTM3aLii norotuny B MyHKT 6.
«IHLWE» (nepBuHHa ynakoBka) Ta y nyHkTi 17.
«IHLWE» (BTOPMHHA ynakoBka)

86.

KOPAINPA3

TabneTku, BKPUTI
NniBKOBOIO
o6ornoHKoto, no 5 mr,
no 10 Tabnetok y
6nictepi, no 3 abo 9
GnictepiB y
KapTOHHIN kopobLi

TOB «TeBa
YkpaiHa»

Ykpaina

BMPOBOHMLTBO 3a
NMOBHUM LIMKIIOM:
MJIBA XpBatcka
0.0.0., XopBartis
KOHTpPOIb cepii
(meTog
PeHTreHiBcbKoi
andpakuii):
MJIBA Xpatcka
0.0.0., XopBaris

Xopsaris

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOI SAKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo gogaBaHHs
OiNbHULI, Ha SAKi 30iACHIOETLCS
KOHTpOnb/BUNpobyBaHHs cepii);

Y 3B'A3Ky 3 NnepeMilieHHaM npunagy ans
npoBeaeHHsi PeHTreHiBcbKoi andppakuii
(XRPD) gogaBaHHs ginbHUUI BignosiganbHoi
3a KOHTponb cepii (MeTog PeHTreHiBcbKOl
Avdpakuii): NITIBA Xpsarcka 4.0.0., Wwoce
MpygHunyka 54, 10291 Mpurop'e Bpaoseuko,
Xopsarisi / PLIVA Hrvatska d.o.0., Prudnicka
cesta 54, 10291 Prigorje Brdovecko, Croatia.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW). 3MiHN BHECEHO B TEKCT
MapKyBaHHs! yMakoBKM MikapcbKoro 3acoby
LLLOAO KOHKpeTu3auil norotTuny B NyHKTi 6.
«IHWE» (nepBuHHa ynakoBka) Ta 'y nyHKTi 17.
«IHLWE» (BTOpUHHA ynakoska)

3a
peuyerimom

UA/19992/01/01

87.

KO®EKC™

cvpon no 60 mn'y
dnaKkoHi 3 MipHUM
KoBnaykom; no 1
drakoHy B
KapTOHHiI kopobLyi

[xeHom
BioTek MBT.
nra.

IHAin

IxeHom BioTek lMBT.
Ira.

IHais

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHK). 3MiHM BHECEHO [0 TEKCTY
MapKyBaHHsi MEPBUHHOI YNaKOBKU IiKapCbKoro
3acoby B n. 5. <HAMMEHYBAHHA
BVPOBHWKA |, 3A HEOBXIAHOCTI —
3AABHUKAN, n. 6. « IHWE» Ta go Tekcty
MapKyBaHHSA BTOPWHHOI YNakoBKW y n. 2
«KINIBKICTb AIK0YOI PEHOBUHW», n. 11.
«HAMMEHYBAHHS BUPOBHUKA TA/ABO
3AABHWKA», n.12. «cHOMEP
PEECTPALIMHOIO NMOCBIOYEHHSA», n. 17.
«IHLWE». BBepaeHHst 3MiH npoTArom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

UA/0711/02/01

88.

KPAMI
3ENEHIHA

Kpanni opanbHi; no
25 mn y cpnakoHax

MPAT
"OITOPAPM

YkpaiHa

MPAT "®ITOGAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asiBHWKa
(BracHvKka peecTpaLiiHoro NocBigYeHHs) -

6e3
peuenma

UA/8872/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHa agpecy 3asiBHUKa. 3MiHU BHECEHO B
IHCTPYKLUIilO0 AN MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby oo posginy
"Micue3HaxookeHHs 3asiBHMKa" BignoBigHO OO
MaTepianis peecTpauiiHoro gocke. BBeaeHHs
3MiH NpoTsArom 6-Tu MicsuiB nicns
3aTBEpPOKEHHS
89. | KCENOOA® TabneTku, BKPUTI TOB «Pouw Ykpaina BnpobHuuTBO HimeuunHa/ | BHeceHHs 3MiH 4O peecTpauiiHnx maTtepianis: - UA/5143/01/01
NniBKOBOK YkpaiHa» Hepo3adhacoBaHoi LLsenyapis YTOYHEHHA HanucaHHs yHKLiN
obornoHkoto, no 150 NPOAYKLiT, N"epBUHHE BUPOGHMKIB B Haka3i MO3 Ykpainu Ne 1380
mr; in bulk: no 10 nakyBaHHS, BiA 29.07.2023 B npoueci BHECEHHA 3MiH
Tabnetok y BMNPOOYBaHHS (3miHa 3asBHuKa J13 (MIBI1) (BnacHuka
Gnictepax KOHTPOSO SKOCTI:

Excenna N'moX exng
Ko. KI', HimevunHa;
[MepBUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPONIO SIKOCTi,
BMNYCK cepii:

. XodbdmaHH-I15
Pow NTa,
LLiBeviuapis;
Bunyck cepii:
d.XopdmaHH-I5
Pow JTg,
LLiseniapis

peecTpauinHOro NoceigYeHHs) (3rigHo Hakasy
MOS Big 23.07.2015 Ne 460) BBeaeHHst 3miH
NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsay.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHnUX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHEHUX AaHux npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
hbapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYarym KOHTaKTHI AaHi)
Ta/abo 3miHW y po3MilLieHHi MacTep-darina
cucTeMu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapMakoHarnag. ditoya
pepakuis: Dr Birgitt Gellert. NponoHoBaHa
pepakuis: NonyeHko OneHa BonoammupisHa.
3MiHa KOHTaKTHVX AaHWX YNOBHOBaXXEHOT
ocobu, BignoBigansHoi 3a hapmakoHarnsag.
3miHa Micue3HaxoaXeHHs MacTep-darina Ta
noro Homepa. 3MiHa Micus 3AiINCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy).
Pepnakuis B Hakasi - BupobHuuTBO
Hepo3dacoBaHoi NPoAyKLii, NepBUHHE
naKkyBaHHs1, BTOPUHHE-RaKyBaHHs,
BUNpoByBaHHs KOHTPONo sKocTi: Ekcenna
'M6X eng Ko. KI', HimeuyuunHa; MepBuHHE Ta
BTOpWHHE NaKyBaHHS, BUNPobyBaHHS
KOHTPOIO SIKOCTI, BUNYyCK cepii: ®.XodpdpmaHH-
Ia Pow J7a, WBenuapis; Bunyck cepii:
®.XoddpmaHH-I1sa Pow Jita, Wsenuapis.
BipHa peaakuis - Bupo6HuUTBO
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[IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Hepo3dacoBaHOI NPOAYKLii, NepBMHHE
nakyBaHHsl, BUNPOGYBaHHA KOHTPOJIO
sikocTi: Ekcenna 'm6X eHg Ko. K,
HiMme4yuuHa; NepBMHHE NnaKyBaHHS,
BUNPOGYBaHHS KOHTPOJIO AKOCTi, BUNYCK
cepii: ®.XodhdmaHH-J1s Pow Jita,
LLBenuapin; Bunyck cepii: ®.XoddmaHH-
Js Pow Jl1a, LBenuapis
90. | KCENNOOA® TabneTkn, BKpUTI TOB «Polu YkpaiHa BupobHuLTBO Himeuumnna/ BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: - UA/5143/01/02
NniBKOBOK YkpaiHa» Hepo3adhacoBaHoi LLsenyapis YTOYHEHHA HanucaHHs yHKLiN
obonoHkoto, no 500 npoaykKuii, nepBuHHe BMPOGHMKIB B Haka3i MO3 YkpaiHu Ne 1380
mr; in bulk: no 10 nakyBaHH4, BiAa 29.07.2023 B npoueci BHECEHHS 3MiH
Tabnetok y BMNPOOYBaHHS (3miHa 3asBHuKa J13 (MIBI1) (BnacHuka
Gnictepax

KOHTPOMIO SIKOCTi:
Exkcenna 'm6X eHp
Ko. KI', HimewunHa;

MepBuHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI,
BUMYCK Cepil:

. XodbdmaHH-J15
Pow JTg,
LBenuapis;
Bunyck cepii:

. XodpdmaHH-J1a
Pouw NTa,
LLiseniuapis

peecTpauinHOro NocBiA4YeHHS) (3rigHO Hakaly
MOS Big 23.07.2015 Ne 460) BeeaeHHst 3miH
NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAXKEHHS;
3MiHn | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHWUX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHUX Npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHOI
ocobu, BignoBiganbHoi 3a 3AiINCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNoBHOBaxeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-darina
cucteMu chapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BignosiganbHoi 3a hapmakoHarnsag. [itoya
pepakuisi: Dr Birgitt Gellert. NMponoHoBaHa
pepakuis: JNlonyernko OneHa BonogmmupisHa.
3MiHa KOHTaKTHMX OaHWUX YNOBHOBaXEHOI
ocobu, BignoBigansHoi 3a hapmakoHarnsag.
3MiHa Micue3HaxomKeHHa MmacTep-anna Ta
noro Homepa. 3miHa Micus 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsigy).
Pepakuis B Hakasi - BupobHuUTBO
Hepo3dpacoBaHoi NpoayKLuii, NepBUHHE
naKkyBaHHs1, BTOPUHHE-RaKyBaHHs,
BMNpobyBaHHs KOHTPONo SKocTi: Ekcenna
'm6X ena Ko. KI, HimeuumHa; MNepBuHHe Ta
BTOpWHHE NaKyBaHHs!, BUNPobyBaHHs
KOHTPOIIO SIKOCTI, BUMNYCK cepii: ®.XodhdpmaHH-
Ila Pouw J1tg, Weenuapis; Bunyck cepii:

®.XodpdpmaHH-I1s Pow Jitg, LWseruapis.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BipHa peaakuin - BUpo6HuUTBO
Hepo3dacoBaHOI NpoAyKLii, nepBMHHE
naKyBaHHsl, BUNPOGYyBaHHA KOHTPONIO
sikocTi: Ekcenna 'm6X eHg Ko. K,
HimeuyumHa; NMepBUHHE NnakyBaHHS,
BUNPOOYBaHHS KOHTPOIO AKOCTi, BUNYCK
cepii: ®.XodhdmaHH-J1s Pow JiTa,
LLsBenuapis; Bunyck cepii: ®.XocddmaHH-
Jls Pow Jita, LBenuapis
91. | KCUNOMETA | nopoLuok TOB YkpaiHa IHoBaLiiHO- Monbla BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - - UA/19115/01/01
305IHY (cybeTaHuis) y "APTEPIYM BnposagpxyBanbHe TexHi4yHa nomwurka (3rigHo Hakady MOS3 Big
rIAPOXINOPU | noaginHux nTa" MignpuemcTtBo 23.07.2015 Ne 460) - BunpaBneHHs1 TeXHIYHOI
a nonieTuneHoBux IMOXEM Cn. 3 0.0. NOMUIIKM Ha TUTYMbHIN CTOpPIHLi 3MiH o MKA
MilLKax ans J13 po3gin “3asnBHuK, kpaiHa”. 3aTBepmxeHa
dapmaLeBTUYHOro pegakuis - MAT “Manunydapm”, Ykpaina.
3acTocyBaHHs MponoHoBaHa peaakuis - TOB "APTEPIYM
JITO", YkpaiHa
92. | NEBOMIH® TabneTkn, BKPUTI TOB «MIBE YkpaiHa Mibe M'm6X HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/16583/01/01
30 MMiBKOBOKO YKPATHA» ApuHanmiTTenb 3mMiHu | TNy - 3MiHK Woao peuenmom | nidnsizae
obornoHkoto, no 0,03 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
mr/0,15 wmr; no 21 3MiHa y KOpPOTKili XapaKTepuCTULi Nikapcbkoro
Tabnetui y 6nictepi; 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYyKUii ANns
no 1 abo no 3, abo MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
no 6 Gnictepis y perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
KapTOHHiI kopobLi nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3aCTocyBaHHS NMikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHD,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
OpraHom).
3MiHM BHECEHO B iHCTPYKLUilO ANst MEOUYHOTO
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"MpoTunokasaHHs", "B3aemopisa 3 iHWMMKn
nikapcbknuMu 3acobamu Ta iHWi B1uaun
B3aemogin" Ta "OcobnuBocTi 3acTocyBaHHS"
BiZNOBIQHO 10 OHOBMEHOI iHhopMaLlii woao
6e3nekn 3aCToCyBaHHS Ailo40i peYoBUHM
3rigHo 3 pekomeHaauieto PRAC. TepmiH
BBEAEHHS 3MiH NPOTSArom 6 Micsiis nicns
3aTBEPOKEHHS
93. | NETPO30N NOPOLLIOK AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: - - UA/17138/01/01
(cybeTaHuis) y "®dapmak” 3MiHn | TMny - 3MiHK Woao

MillKax noaBiHNX
nonieTuneHoBmx
ans
apmaLeBTUYHOIO
3aCTOCYBaHHs

6e3nekn/eekTMBHOCTI Ta hapMakoHarnsay
(IHLWi 3MiHW)
BHECEHHS 3MiH 0 po3Ainy «MapKyBaHHSA»
MKA 3.
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1
UA/2292/01/01

94.

NiB.52®

Tabnetkn no 100
TabneTok y
NIacTuKoBI BaHLj;
no 1 6aHui B
KapTOHHiI kopobui

Ximanas
BenHec
Komnari

IHAis

Ximanas BenHec
KomnaHi

IHgia

BHECEHHS 3MiH [JO peecTpauinHuX maTepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BrnacHuka peecTpaLiiHoro NocBig4YeHHs)
YTOUYHEHHs1 HallMeHyBaHHA Ta agpecu
3asiBHMKa (BracHUKa peecTpauiiHoro
NocBigYEHHS) BiANOBIAHO A0 opuriHanis
OOKyMeHTIB. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHnx
npo cuctemy chapmakoHarnagy (BBeAeHHs
y3aranibHeHUX AaHux Npo cuctemy
chapmakoHarnagy, 3miHa ynoBHOBaXKeHOI
ocobu, BignoBiganbHoi 3a 3AINCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXeHOI ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
apmakoHarnsgy (BKIoYayy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-canna
cuctemun cdhapmakoHarnsgy) 3mMiHa KOHTaKTHMX
[aHMX YNOBHOBAaXXEHOI 0COOM 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a papmakoHarnsg B Ykpaini. [itoua
pegakuis: Dr. Menon Unni Parambath
Ramanan / Op. MeHoH PamaHaH YHHi
Mapambar.
MponoHoBaHa pepakuis: Stefanska Olga
Valeriivna / CtedaHcbka Onbra BanepiisHa.
3MiHa KOHTaKTHUX JaHMX KOHTAKTHOI 0Cobun
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag
B YkpaiHi. 3MiHa MicLe3HaxoOKeHHs1 MacTep-
danna cuctemu papmakoHarnagy. 3miHa
MicLS 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsigy.

6e3
peuenma

95.

NIQOKAIH

PO34MH Ans iH'eKuin
2%;no2mnB
amnyni; no 5 amnyn
y 6nicTepi; no 2 abo
no 20 GnictepiB y
KapTOHHIN ynakoBLj

3AT
dapmauesT
MYHUI 3aBOf,

EriC

YropwuHa

3AT
dapmaueBTUHHUIA
3aBoa ElC

YropwwmHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
BignoBigHocTi/E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHs HoBoro abo oHoBREHOro
cepTudcpikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei: gna APl; ons BUXigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Ansi AOMOMiXHOT peyvoBuHN (cepTuddikaT

BigNOBIgHOCTI E€Bponelchki hapmakonei) -

3a
peuerimom

UA/0655/01/01




52 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
OHoBneHun ceptudpikat Big yxe
3aTBEPIKEHOrO BUPOGHMKA - MOAaHHS
OHOBJIEHOrO cepTudpikarta BignNoOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 1996-
020-Rev 08 (3atBepmxeHo: R1-CEP 1996-
020-Rev 07) gnsa A®I nigokaiHy rigpoxnopuay
MOHOriApaTy Bif 3aTBEpAKEHOro BUPOGHMKa
MOEHS Catalana S.L., Icnanisi (BUpoGHUyi
ninbHUUi: MOEHS Catalana S.L. tfa MOEHS
BCN, S.L.)
96. | NIOrEnb renb Ans MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes nidnsizae UA/5922/01/01
1000 30BHILUHLOrO "®ITOPAPM 3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenma
3actocyBaHHsi no 30 " HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
rabo no 50 r, abo (BNacHuka peecTpauinHoro NocBiAYEHHS)
no 100 r y Ty6i; no 1 3MiHa agpecu 3asiBHUKa. BBeaeHHs 3MiH
Ty6i B nayyi 3 NPOTArom 6-Tu MicsUiB NicnNsa 3aTBepAXeHHSA
KapTOHY
97. | noronsa PO34MH A4S POTOBOI MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/8255/01/01
PO34UH 3 NMOPOXHWHM MO 25 T "®ITOPAPM 3miHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
rMILEPUHO y cbrnakoHax " HaviMeHyBaHHs Ta/abo agpecu 3asBHUKA
M (BrnacHuka peecTpaLiitHoro nocBig4YeHHs)
3MiHa agpecwu 3asiBHVKa. BBegeHHs 3MiH
NpOTArom 6-TM MicAILIB MicNsi 3aTBEpPAKEHHS
98. | MESAHEKCT Kpanni O4Hi, pO34mH, Hekctdapm | Pecny6bnik BAJNTKAHOAPMA- Bonrapis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/17255/01/01
25 mr/mn; no 5 mny m6X a AscTpis PA3IPAL ALl 3miHu | Trny - 3minm 3 akocTi. CepTudikat peuernmom

dnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui y
KapTOHHIN navui

BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MoaaHHsa HoBoro abo oHoBREHOro
cepTudikarta BignoBigHOCTi abo BUIyYEHHSsI
cepTudcikaTa BignosigHoCTi EBponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMOMDKHOI peyqoBuHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBEpAKEHOro BUPOOHMKa - MoAaHHSA
OHOBIEHOro cepTudikaTa BignoBiAHOCTI
€sponevicbki dpapmakonei Ne R1-CEP 2005-
291 - Rev 05 (3aTBepaxeHo: R1-CEP 2005-
291 - Rev 04) ona A®I deHinedpuHy
rigpoxnopuay Bif BXxe 3aTBepaKeHOro
BUpobHmka Divi's Laboratories Limited, India.
3miHu | Trny - 3miHm 3 akocTi. CepTudikat
BignoBigHocTi/E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MoaaHHsa HoBoro abo oHoBNEHOro
cepTucpikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBigHOCTI €BponenchKin
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[IpooBxKeHHs qoaaTka 3

Ymosu

Peknam

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

dapmakonei: gna APl; ons BuxigHoro

aidnycky

yeaHHsT*

peecmpayiliHo2o
noceio4yeHHs1

ITanis/lcnani

matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
ONs LONOMIXKHOI pevyoBUHM (cepTudikat
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBneHur ceptudikat Big yxe
3aTBepOKEeHOro BUPOGHMKa - MoAaHHS
OHOBIEHOro cepTudikaTa BigNoOBIQHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2005-
291 - Rev 06 gns A®I dbeHinedpuHy
rigpoxnopuay Bif BXe 3aTBepAXeHOro
BupobHuka Divi's Laboratories Limited, India.
BHECEHHS 3MiH O peecTpaLinHUX maTepianis:

3a

He

UA/16836/01/01

99.

MEKIHICT

TabneTtkn, BKPUTI
NniBKOBOKO
o6onoHkoto no 0,5
mr; no 30 TabneTtok
y donakoHi, no 1
cnakoHy B
KapTOHHIl kopobui

HoeapTic
dapma Al

Lsenuapi
a

BUPOBHUK
Hepo3dhacoBaHoi
npoaykuii Ta
KOHTOPOSb SIKOCTi:
makcoCmiTKnsanH
MaHydakTypuHr
C.n.A,, Itanis
nepBUHHE Ta
BTOpUHEE
nakyBaHHs1, BUMYCK
cepil:
'nakco Bennkom
C.A., IcnaHis

2|

3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
koay ATX - 3MiHK BHeceHo Ao IHCTpyKuii ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
Ao po3sginy «®apmakoTepaneBTuyHa rpyna.
Kog ATX» BignoBigHO 40 MiXXHapogHoro
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPKEHO — «AHTMHEONNACTUYHI 3acobu.
IHriGiTopKn NnpoTeiHkiHasn. TpameTuHi6. Kog
ATX LO1X E25.», 3anponoHoBaHo —
«AHTUHeonnacTUYHi 3acobu. IHribiTopn
npoTeiHkiHa3w. IHribiTop MiToreH-akTMBOBaHOI
npoteinkiHaan (MEK). Kog ATX LO1E EO1.».
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBepOKeHHs; 3MiHu Il Tuny - 3miHK Wwoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHW y KOPOTKili XapakTepucTuLli nNikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MELMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMMU
[aHUMWN 3 SKOCTi, AOKMIHIYHUMM, KNiHIYHUMKU
OaHnMu Ta AaHuMu 3 dhapmakoHarnsgy -
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao posainy
«®apmakonoriyHi BMacT1eBoCTi» WoA0
pe3ynbTartiB gocnigkeHHss BRF115532
(COMBI-AD). BBeaeHHs 3MiH npoTsirom 6-Tu
MicsaLiB nicns 3aTBepXEHHST; 3MiHu || Tuny -
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTkii
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLiT Ans Mean4Horo
3acTOoCyBaHHS Y 3B’A3KY i3 HOBUMU AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW AaHUMK Ta
AaHnMm 3 papmakoHarnsgy - 3MiHu BHeceHo
00 IHCTPYKUii ANs MeAWYHOro 3acTOCyBaHHS

nikapcbkoro 3acoby Ao posginis «OcobnusocTi

peuenmom

nionsieae
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acTocyBaHHsA», «Cnocib 3acTocyBaHHs Ta
0031y WoJo 3aCTOCYBaHHS MikapCbKOro
3acoby npu nuxomaHLi. BBeaeHHst 3amiH
NPOTArom 6-Tu MicAILB Micnsi 3aTBEPOXKEHHS;
3minHn Il Trny - 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKilA XapaKTepuUCTu1Li NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MeOMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBMMM
[aHMMWN 3 AKOCTi, LOKMIHIYHUMM, KNiHIYHUMW
OaHMMK Ta gaHumm 3 chapmakoHarnsigy -
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
«B3aemopis 3 iHWKMKM nikapcbkumm 3acobamm
Ta iHWi BUAW B3aemogin» Wwopgo iHopmadii
B3aemogii i3 gabpadeHioom. BeeaeHHs 3miH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOXKEHHS;
3MinHun Il TUny - 3MiHK Wwoao
6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLLi Nnikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeOMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KNIHIYHUMMN
OaHMMK Ta gaHuMK 3 chapMakoHarnsgy -
3MiHN BHeCeHO A0 IHCTPYKLUii AN MeauyHoro
3acTocyBaHHS NikapcbKoro 3acoby 4o po3ainis
«OcobnumBocTi 3acTocyBaHHsA», «[TobiyHi
peakLii» LoA0 TSHKKMX LUKIPHMX NOBIYHMX
peakuin, Bkntodatoum cuHapom CriBeHca —
[IkoHcoHa, peakuii rinepyyTnMBOCTi 3
€03MNHOINIE0 Ta CUCTEMHUMIW CUMNTOMaMM.
BBeneHHs 3miH NpoTArom 6-Tv MicsiuiB nmicnsi
3aTBepOKeHHs; 3MiHu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ans
ME[MYHOrOo 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
[aHMMK Ta JaHuMK 3 chapMakoHarnsgy -
3MiHU BHECEHO A0 IHCTPYKLUii AN MeauyHoro
3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
«PapmakornoriyHi BnactusocTi», «Cnocid
3aCTOCyBaHHs Ta 403U», «[MobiuHi peakLii»
Lofo pesynbTaTiB gocnimkeHHa XUS23T.
BBeneHHs 3MiH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS

100.

MEKIHICT

TabneTkn, BKpUTI
NniBKOBOO
060MOHKO M0 2 Mr;

HoBapric
dapma Al

LLisenuapi
o

BMPOBHMK
Hepo3adhacoBaHoI
npoaykuii Ta

ITanis/Icnaxi
a

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
kogy ATX - 3MiHn BHeceHo A0 IHCTpyKUii Ans

3a
peuerimom

He
nidnsizae

UA/16836/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOJSIb SIKOCTi: MeAUYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby

no 30 TabneTtok y
cdnakoHi, no 1
¢nakoHy B
KapTOHHIl kopobui

nakcoCmiTKnsamnH
MaHydakTypuHr
C.n.A,, Itanis
nepBrHHe Ta
BTOPUHHE
nakyBaHHs1, BUMYCK
cepil:
['nakco Bennkom
C.A., IcnaHis

Ao po3sginy «®apmakoTepaneBTuyHa rpyna.
Kog ATX» BignoBigHO 00 MiXXHapogHoro
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPAKEHO — «AHTMHEONNACTUYHI 3acobu.
IHriGiTopKn NpoTeiHkiHasn. TpameTuHi6. Kog
ATX LO1X E25.», 3anponoHoBaHo —
«AHTUHeoNnacTUYHi 3acobu. IHribiTopn
npoTeiHkiHasK. IHribiTop MiToreH-akTMBOBaHOI
npoteinkiHasu (MEK). Kog ATX LO1E EO1.».
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepAKeHHst; 3MiHu I Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHW y KOPOTKilA XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns
MEANYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
[aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMKN
OaHnMun Ta AaHuMu 3 dhapmakoHarnsgy -
3MiHN BHECEHO A0 IHCTPYKUIii ANS MEeANYHOro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
«®dapmakonoriyHi BNacTUBOCTI» LWOA0
pesynbTartiB gocnigkeHHss BRF115532
(COMBI-AD). BBegeHHs1 3MiH NpoTarom 6-tu
MicauiB nicns 3aTBepmxeHHst; 3miHu || Tuny -
3MiHn woao 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKii
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLiT A4ns Mean4Horo
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
AaHnMm 3 dpapmakoHarnsgy - 3mMiHu BHeceHo
00 IHCTPYKUii ANs MeanyYHOro 3acTocyBaHHS
nikapcbkoro 3acoby ao posginis «OcobnueocTi
3actocyBaHHsA», «Cnocib 3acTocyBaHHSA Ta
0031y LWOoJ0 3aCTOCYBaHHS MiKapCbKOro
3acoby npu nuxomaHui. BBegeHHst 3aMiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS;
3minn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
ME[IMYHOrO 3aCTOCYBaHHS y 3B'sI3Ky i3 HOBUMMU
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
[aHMMK Ta JaHuMK 3 chapMakoHarnsgy -
3MiHU BHECEHO [0 IHCTPYKLUIii AN MeauyHoro

3aCTOCyBaHHS nikapcbKkoro 3acoby Ao po3ainy
«B3aemopis 3 iHWKMKM nikapcbkumm 3acobamm

Ta iHWi Buau B3aemoginy woao iHpopmauii
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

B3aemogii i3 gabpadeHidoom. BBeaeHHs 3MiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS;
3Mminn Il Tuny - 3miHn Wwopao
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeOMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBMMM
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KNIHIYHUMMN
[aHMMK Ta gaHuMK 3 chapMakoHarnsgy -
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
«OcobnumeocTi 3acTocyBaHHs», «[MobiyHi
peakuii» Woao THKKUX LWKIPHUX NOBIYHNX
peakuin, Bknovatoum cuHapom CriBeHca —
[PkoHCOHa, peakuii rinepyyTnMBOCTI 3
€03MHOoiNie Ta CUCTEMHUMU CUMITOMaMMU.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKeHHst; 3MiHu Il Tuny - 3miHn Wwopo
6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeOMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KNIHIYHUMMN
OaHMMK Ta gaHuMK 3 chapMakoHarnsgy -
3MiHN BHeCeHO A0 IHCTPYKLUii AN MeauyHoro
3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
«PapmakonoriyHi BnactueocTi», «Cnocio
3acToCyBaHHs Ta 403u», «[MobiuHi peakLii»
Lofo pesynbTaTiB gocnimkeHHa XUS23T.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpPOKEHHS

101.

MEJIOKCUKA
M-TEBA

PO34MH ANS iH EKLNA,
15 mr/1,5 mn no 1,5
MA B amnyni, no 5
amnyny
nnacTUKoBOMY
KOHTelHepi B
KapTOHHiI kopobLi

TOB "TeBa
YkpaiHa"

YkpaiHa

Xenn C.A.

Mpeuis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3minu | TNy - 3miln WwWoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nicnapeecTpauiiHui nepioa, abo sk
pe3ynbTart OUiHKN 3BiTY 3 OCNIOKEHb,
nNpoBeAeHWX BiANoBIiAHO A0 NnaHy
nepiaTpuyHux gocnigpkeHs (PIP) (iHwi 3miHn)
3MiHu BHeceHo A0 IHCTpyKLii Ans MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis
"OcobnmBocTi 3acTocyBaHHS", "3acToCyBaHHs
y nepioa BariTHOCTi abo rogyBaHHs rpyaa”,
"Mob6iyHi peakuii" BignosigHo Ao iHpopmauii 3

3a
peuerimom

He
nidnsicae

UA/6308/02/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
6e3neku nikapcbkoro 3acoby. BeegeHHs 3MiH
NpoTHArom 6-Tn MicsILIB Nicnsi 3aTBEpPAKEHHS
102. | MEHOBA3WH | po3uuH gnsa MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 6e3 nidnsicae UA/8167/01/01
30BHILLHLOrO "®ITOPAPM 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma
3acTocyBaHHs, " HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa
cnmpToBuiA; no 40 (BrnacHuka peecTpaLiiHoro NocBig4YeHHs)
mn abo no 100 mn y 3MiHa agpecu 3asiBHuKa. BBegeHHs 3MiH
dnakoHax CKISHUX; npoTArom 6-Tn MicsLiB Nicns 3aTBepAKEeHHS.
no40 mny
bnakoHax
noniMepHNX
103. | METUNETUN KpUcTaniyHmm ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: - - UA/19796/01/01
NIPMOAUHONY | nopoLuok 3 obmexeHoro 3MiHn | Tuny - 3MiHn 3 gxocTi. AdDI.
FIAPOXINOPWU | (cybcTaHuis)y obmexeHo BiAMOBIAANBHICTIO CrabinbHicTb. 3MiHa nepiogy NOBTOPHMX
Ji} MiLLKax Bignosigans "GAPMXIM" BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
nonieTUNeHoBnx HiCTIO 36epiraHHs Al (3a BigcyTHOCTI Y
ansi "®APMXIM" 3aTBEPPKEHOMY AOCbE cepTudikara
hapmaLeBTUYHOrO BignoBigHOCTI €Bponeiickki hapmakonei, Wwo
3acToCcyBaHHsA BKJ1O4a€E Nepiof, MOBTOPHOTO BUMPOOYBaHHS)
(nepioa noBTOpHOro BUNpobyBaHHA/nepioa
36epiraHHsi) - 36inbLleHHss abo BBeAEHHS
nepiogy NoBTOpPHOro BUNpobyBaHHs/nepioay
36epiraHHst Ha OCHOBI pe3ynbTaTiB AOCNIAXKEHb
y peanbHOMy Yaci - 36inbLUEeHHsI TEPMiHY
NEePEeKOHTPOSIO Y 3B’A3Ky 3 NPOBEAEHUMU
OOCTIMKEHHAMN Y pearibHOMY 4aci.
3aTtBepaxeHo: 9 Micsauis; 3anponoHoBaHo: 18
MicsuiB
104. | METPOHIOA3 | po3uuH ons iHgysin, | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3a He UA/5519/01/01
on - 5 mr/mn, no 100 mn 3 obmMexeHow 3MiHu | TUny - 3MiHM Wwopo peuenmom nionsieae
HOBO®APM abo no 200 mny obmexeHo BignoBiganbHiCcTO be3nekn/eceKkTUBHOCTI Ta hapmakoHarnsgy.
NNAWLUi CKNsAHIR, No Bignosigans cipma "Hosodapm- 3MiHa y KOpPOTKili XapaKTepuUCTULi NikapcbKoro
1 nnsawui y nayui 3 HicTIO dhipma BiocuHTtes" 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
kapToHy; no 100 mn "Hosodapm- MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
abo no 200 mny BiocnHTes" perynspHO OHOBIOBaHOrO 3BiTy 3 6e3neku

NNAWKax CKNAHUX

nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3aCTocyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauinHunii nepioa, abo sk
pes3ynbTar OUiHKN 3BiTY 3 OCNIOKEHb,
NPOBEAEHWX Bi4NOBIAHO 4O NnaHy
nepiaTpuyHux gocnimkers (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHN BHECEHO B IHCTpYKLto And
MEeOUYHOro 3aCTOCyBaHHs NiKapCbKoro 3acoby
0o po3ginis "OcobnmBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHopMauii woao 6e3nekn 3acTocyBaHHA
Lito401 peyoBMHU 3rigHO 3 pekoMeHaauieto
PRAC.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS
105. | ME®EHAMIH | Tabnetkn no 500 wmr; MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 6e3 - UA/17139/01/01
OBA no 10 TabneTtok y "OITOPAPM 3MiHu | TUny - 3MiHK Woao peuenma
KUCINOTA 6nictepi; no 2 " 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
Gnictepu B nayui 3 (iHWi 3MiHK) - 3MiHM BHECEHO A0
KapTOHY 3aTBEPKEHOrO TEKCTY MapKyBaHHS!
NMepBMHHOT YNakoBKM MikapCcbKoro 3acoby B .
4. « JATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI», n. 6. «IHWE» Ta oo Tekcty
MapKyBaHHsi BTOPUHHOI yNakoBku B M. 8.
«JATA SAKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 13. «<HOMEP CEPIi
JIIKAPCbKOI'O 3ACOBY», n. 17. «IHLLE».
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicns
3aTBEpPOKEHHS
106. | MITIIKCOnN PO3YMH ANS iH eKUIN, 3AT JIntoBcbka XENMN C.A. Mpeuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/15309/01/01
15 mr/1,5mn; no 1,5 «®dapmnira» | Pecnybnik 3MiHu | TUny - 3MiHK Wwoao peuenmom
MM B amnynax; no 5 a be3nekn/eceKkTUBHOCTI Ta hapmakoHarnsgy.

amnyn B KAPTOHHIN
navui

3MiHa y KOpOTKiVi XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxkeHb 3
6esnekn 3aCTocyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauinHunii nepioa, abo sk
pes3ynbTart OUiHKK 3BiTY 3 OCNIOKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepiaTpuyHmx gocnimkers (PIP) (3miHy
Y3roAXXeHO 3 KOMMNETEHTHNUM YNOBHOBaXXEHUM
OpraHom).
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO
3aCTOCyBaHHS nikapcbkoro 3acoby y posain
"BacTocyBaHHs1 y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” BignoBigHO 40 OHOBMEHOI
iHpopmalLii 3 6e3neku Aio4oi peyYoBUHM.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 JOCTIMKEHD,
NpoBeAeHWX BiANoBIiAHO A0 nnaHy
negiaTpuyHux gocnimkers (PIP) (3miHy
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO A0 IHCTPYKLUIi Ans
MeAMYHOro 3aCTOCyBaHHsI NikapcbKoro 3acoby
y po3ginu: "OcobnuneocTi 3acTocyBaHHsA",
"Mo6iyHi peakuii" BigNoBiAHO JO OHOBEHOT
iH(bopMaLii 3 6e3nekun jt4oi pe4yoBUHMN.
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBEPPKEHHS.
107. | MYKANNITUH® | Tabnetkn no 50 wmr, NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a - UA/1982/02/01
no 10 Tabnetok y "Tannydap 3MiHn | TMNYy - AOMiHICTPaTMBHI 3MiHW. peuenmom
ctpunax; no 10 m" BunyyeHHst BUpOGHMYOT AinbHMLi (BKMOYaoum
TabneTtok y cTpuni; ainbHUUi gnsa A®l, npomixkHoro npoaykty abo
no 3 cTpunu B nauui; roTOBOrO NikapcbKkoro 3acoby, AinbHuUUi ans
no 30 Tabnetok y npoBeAeHHS NaKyBaHHS, BUPOOHWKa,
KOHTEnHepi; no 1 BiANOBiganNbHOro 3a BUNYyCK cepin, Micue
KOHTEMHepY Y nauli; NpoBeAeHHs KOHTPONto cepii) abo
no 10 Tabnetok y nocravanbHMKa BUXigHOro martepiany,
Gnictepax; no 10 peareHTy abo 4ONOMIKHOI pe4OoBMHN (SKLLO
TabneTtok y Gnictepi; 3a3HayeHo y A0ChbE) - BUNYYEHHS1 BUPOGHUMKa
no 3 6nictepn B A®| MykanTuH, nopoLuok 3AT «Bidpitex»,
nayui Pocisi, o BUKOPUCTOBYETLCS Y BUPOOHULITBI
[N3. 3anuwaeTtbes anbTepHaTUBHUIA
BMPOGHMK A®I IMAT "lannudpapm”, YkpaiHa
108. | MYJIbTAK® TabneTkn, BKPUTI TOB YkpaiHa CAHO®I BIHTPOIN ®paHuin BHECEHHS 3MiH [0 peecTpauiiHuXx maTtepianis: 3a - UA/10412/01/01
obornoHkoto, no 400 "CaHodi- IHOACTPIA 3MiHn | TUny - 3MiHM Wwopao peuenmom
mr; Ne 60 (10x6): mo ABeHTiC 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
10 TabneTok B YkpaiHa" BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHnX
6nicTepi; no 6 npo cuctemMy chapmakoHarnagy (BBeAeHHs
Gnictepis y y3aranbHEeHUX AaHuxX rnpo cuctemy
KapTOHHiI kopobui dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOI
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
hbapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLeHHi MacTep-darina
cucTemMu chapmakoHarnsigy). 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapMakoHarnsag,.
[itova pegakuis: XogakiBcbka TeTsaHa
BsayecnasiBHa. [NponoHoBaHa pedakuisi:
Bapdonomeesa IBaHHa OnekcaHgpiBHa.
3MiHa KOHTaKTHMX JaHWUX YNOBHOBAaXEHOI
ocobu, BignoBigansHoi 3a hapmakoHarnsa.
109. | M'ATHI Tabnetkn no 2,5 mr MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: be3 nidnsieae UA/8485/01/01
TABINETKU no 10 Tabnetok y "®ITOPAPM 3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma

Gnictepax

HanMeHyBaHHS Ta/abo agpecu 3asiBHUKA
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(BrnacHuka peecTpaLiiHoro NocBig4YeHHs)
3MiHa agpecwu 3asiBHuKa. BBegeHHs 3MiH
NpoTSArom 6-TM MicsLiB Nicnsi 3aTBEPAYKEHHS
110. | HASBOHEKC® | cnpein HasanbHuUi, OpraHoH LLisenuapi OpraHoH XeicT 68 Benbrisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/11264/01/01
CUHYC AososaHun, 50 CeHtpan lct A 3MiHN | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnseae
MKr/[o3y m6X HaliMeHyBaHHs Ta/abo agpecu micus
no 10 r (60 go3) NPOBaMXEHHS OiAnbHOCTI
cycneHsii y BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
nonieTuneHoBoMy 3aco0by, BKYa4m ginbHULi BUNYCKy cepil
bnakoHi 3 abo micLe NpoBeaeHHs! KOHTPOIHO SIKOCTI.
[,03YH4YNM HacoCOM- (DisinbHiCTb, 3a Ky BignoBigae
po3nunoBayem, BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
3aKpUTUM cepint). AomiHicTpaTuBHa 3MiHa Ha3BM
KOBMa4ykom; no 1 BUpobHmka T13. Takox BHOCMTbCSA HE3HaYHe
nakoHy y KoperyBaHHs 4o agpecu. BupobHuya ginbHuus
KapTOHHIl kopobui Ta yci BUpoBHMYi onepadii 3anuwatTbes
He3MiHHUMW. 3MiHM BHECEHO B IHCTPYKLIiO Ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
y po3ginu «BupoGHuk» Ta
«MicuesHaxomkeHHs BUpoOHMKa Ta agpeca
MiCLA NPOBaAXXEHHSA NOro AissNbHOCTI» 3
BiANOBIAHUMW 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKu fikapcbKkoro 3acoby. TepMiH
BBEAEHHSA 3MiH NpOTArom 6 micauis nicnsa
3aTBEPKEHHS.
111. | HATPIO PO34MH AN iH'eKLiN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/6106/01/01
TIOCYNb®AT | 300 mr/mn "®apmaueBT "®apmaueBTNYHa 3MiHu | Tuny - 3miHn 3 sikocTi. A®L. KoHTponb peuenmom
-AAPHUUA no 5 mn B amnyni; n4yHa cipma dipma "JapHunua” A®Il. 3miHa y napameTpax cneuudikauin
no 5 amnyny "OapHuus” Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
KOHTYPHIW cneuudikauisx Ha A®I, abo
YapyHKOBIN BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, Lo

ynakoBLi; no 2
KOHTYPHI YapyHKOBI
YNakoBKM1 B NauLli

BMKOPVCTOBYIOTBCS Y NpoLeci BUpobHuLTBa
A (BUNYYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpwknaa BUIYyYeHHs 3acTapinoro
nokasHuka)) 3miHa y napametpax A®| HaTpito
Tiocynbdarty, a came nokasHuk «Baxki
MeTanuy» BUNy4eHo BignoBiAHO A0 Aitoyoi
MoHorpadii «Sodium thiosulfate»
€sponeiicbkoi ®apmakonei, HactaHosu ICH
guideline Q3D on elemental impurities Ta Risk
Assessment on elemental impurities Big
BUpoGHKKa Canton Laboratories Pvt. Ltd, India
(po3ain 3.2.S.3.2 Oomiwwku). 3MiHu | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudgikadi Ta/abo
OOMNYCTUMUX MeX, BUSHAYEeHUX y
crneundikauisx Ha A®l, abo
BVXiAHWA/NPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHULTBA
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A (iHWi 3miHn). CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTogax
BunNpobyeaHHsA APl abo BMXigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci BUpobHULTBA
AD| (He3HaYHi 3MiHW y 3aTBEPKEHMX
mMeToAdax BUNPoOyBaHHSA) BHECEHHS 3MiH B
cneundikadito Ta meToam KoHTporio AdI
HaTpito Tiocynbdaty BupobHuka M3 3a
nokasHukamu «lgeHTtudikauis D» npusegeHo y
BiANOBIQHICTb 4O BUMOr Aito40i MoHorpadii
«Sodium thiosulfate» €Bponencbkoi
dapmakonei Ta matepianis BupobHuka Canton
Laboratories Pvt.Ltd, India; «MikpobionoriyHa
yncToTa» NPUBELEHO Yy BiAMNOBIAHICTb 4O
Bumor €9, 2.6.12, 5.1.4. 3miHn | Tuny - 3miHn
3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNeEnchbKin
capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii IdY abo €Bponencbkoi
capmakonei, abo iHWOoi HaLlioHanbHOI
dapmakonei gepxasu €C (3miHa y
cneungikauii HecdbapmakoneiHoro APl ans
npuBeeHHs y BiAnoBigHicTb go Bumor AdY
abo €Bponencbkoi hapmakonei, abo iHLWOoi
HauioHanbHoi dhapmakonei gepxasu €C) -
[onomixHa pevoBuHa/BUXigHUIA MaTepian Ans
BMpobHMUTBa A®I. MaTtepianu peecTpaLinHoro
[oCbe Ha nikapcbkuii 3acib HaTpito
Tiocynbdat-[apHuus, po3unH Ans iH'ekuin,
300 mr/mn, a came: posainis 3.2.P.4.1
Cneuudikauii/3.2.P.4.2. AHaniTu4Hi MeToankm
BUKNaAeHHi Ta CTUNi30BaHHi y BiANOBIAHOCTI
0o MoHorpadist 00195 Eur. Ph. gitouoi
pegakuii «Sodium hydrogen carbonate».
3miHu | Tuny - 3minm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkinn hapmakonei/moHorpadii.
3MiHK, NoB'sA3aHi 3 HeOOXiAHICTIO NPYBEAEHHS!
y BiANoBigHICcTb 40 MoHorpadii APY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei aepxasu €C
(3miHa y cneumdikaLii HedapmakonenHoro
A®I ona npuBeaeHHs y BiANOBIOHICTb A0
BuMor ®Y abo €Bponeiicbkoi hapmakonei,
abo iHWoi HauioHanbHOI dhapmakonei
nepxasu €C) - [lonomixkHa
peYoBMHA/BUXIAHWI MaTepian ans
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BupobHuuTBa ADIl. MaTepianu peectpauinHoro
[0CbE Ha nikapcbkuii 3acid HaTtpito
Tiocynbdat-JapHuus, po3unH ans iH'exkuin,
300 mr/mn, a came: po3aginie 3.2.P.4.1
Cneundpikauii/3.2.P.4.2. AHaniTu4Hi MeToamkm
BUKNaAEHHI Ta CTUNI30BaHHI y BiANoBIgHOCTI
0o MoHorpadist 00169 Eur. Ph. gitouoi
pepakuii «Water for injections». 3minu | Tuny -
3MmiHun 3 akocTi. CepTtudcikat signosigHocTi/lE-
cepTuddikat BignoBigHOCTI EBpONENChKi
apmakonei/moHorpadii. 3MiHW, NoB'aA3aHi 3
HeoOXiaHICTIO NpuBeaeHHs y BignoBigHIiCTe 4O
MoHorpadii dY abo €Bponencbkoi
capmakonei, abo iHWOoi HauioHanbHOI
dapmakonei gepxaeu €C (3MiHa y
cneungikauii HecbapmakoneiHoro APl ans
NpVBEAEHHS Y BIANOBIAHICTb A0 BUMOr [dY
abo €Bponencbkoi hapmakonei, abo iHLWoi
HauioHanbHoi hapmakonei gepxasu €C) -
[onomixHa pevyoBMHa/BUXiQHWIN MaTepian aAns
BUpobHMuTBa ADI.

MaTepianu peecTpauinHOro 4OCbe Ha
nikapcbkuii 3acié Hatpito Tiocynbdar-
[apHuus, po3unH ans iH'exuin, 300 mr/mn, a
came: po3ginis 3.2.P.4.1
Cneundikauii/3.2.P.4.2. AHaniTu4Hi MeToamku
BUKNaAeHHi Ta CTUNi30BaHHi y BiANOBIAHOCTI
0o MoHorpadis 00232 Eur. Ph. gitoyoi
pepakuii «Disodium edetate». 3miHn Il Tuny -
3miHu 3 skocTi. A®l. BupobHuutBo. 3MiHa
BMPOGHMKa BUXiQHOMO/MPOMiXXHOIO
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCH Y
BMpOoGHMYoMy npoueci A®l, abo 3miHa
BMPOGHMKa (BKMNoYakoun, Ae HeobxiaHo, micue
npoBeAeHHs KOHTponto sikocTi) AdI (3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
[ocbe)(BBEAEHHS HOBOrO BUPOOHUKa ADI 3
HagaHHAM MacTep-canna Ha Ad®l). [lo
po3giny "Cknaa" BHECEHO anbTepHaTUBHOIO
BMpo6HMKa chipmm Canton Laboratories Pvt.
Ltd, India Ha 3amiHy dipmy AO «Xummyeckun
3aBoa» um. J1.4.Kapnosay», Poccurickas
Penepaums. Ak Hacnigok po3Ain TepMiH
nNpvaaTHOCTI NPpMBEAEHWI BiAMNOBIAHO A0
maTepianis anbTepHaTUBHOIO BUPOGHUKa
cybCTaHUji | npeacTaBneHun B HaCTYMNHIn
pefakuii: «TepmiH NepekoHTponto — 5 pokie».Y
npoteci Bupo6Huutea npenapaty HATPIKO
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TIOCYIIb®AT-OAPHNLA, po3unH gns
iH'exuint, 300 Mr/Mn HisikMX 3MiH He Bigbynocsi.

112.

HEBIBAIJ

TabneTku no 5 Mr no
10 TabneTok y
GnicTepi; no 2, 3 abo
8 bnicTepiB y nayui

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

AT "KTBCEKN
BITAMIHHV
3ABOL"

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
npoBagXXeHHs AisnbHOCTi BUPOBHMKa
(Bkntoyatoun, 3a HeobXigHOCTI, MicLe
npoBeAeHHs! KOHTPOMHO AKOCTi), abo BNacHuka
MacTep-canna Ha A®l, abo nocTayanbHuKa
Adl/BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO 3aCTOCOBYHOTHLCA Y BUPOOHULTBI ADI (AKLWO
3a3HayeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
nocbke, abo BMpoBHUKa HOBOI JOMNOMIKHOT
PEYOBUMHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
HaiMeHyBaHHsi Ta agpecy BUpobHuka Adl,
niaroToBneHa y BignoBigHOCTI 40
nosigomMreHHst ipmu-BnupobHuka AP, 6es
3MiHW MicLie3HaxXoKeHHS1 BUPOBHMKa.

3a
peuenmom

UA/4979/01/01

113.

HEBIBONON
y
rIAPOXIIOPU
a

NOPOLLIOK
KpucTaniyHum
(cybeTaHuin) y
nakeTax NoABinHMX
nonieTuneHoBmx
ansi
dapmaLeBTU4HOro
3aCTOCyBaHHs

AT
"KuiBCcbKkuUin
BiTaMiHHUIA

3aBop"

YkpaiHa

xnanrcy Bawikiga
dapmacsktoTikan Ko.,
nTo.

KuTan

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHM | TUNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaAXXeHHSA AiANbHOCTI BUPOOHMKa
(Bkrtoyatoun, 3a HeobxigHoOCTI, Micue
npoBeAeHHs KOHTPOIO AKOCTi), abo BnacHuka
macTtep-cavina Ha A®l, abo noctayanbHuka
Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy,
LLIO 3aCTOCOBYOTBECS Y BUPOGHMLTBI API (kLo
3a3HayeHo y I0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
[ocbke, abo BUPOOHUKA HOBOI JOMOMIKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
HallMeHyBaHHS Ta agpecu BUpobHuka Adl,
niaroToBreHa y BignoBigHoOCTi 40
nosigoMneHHst ipmu-BupobHuka AdI, 6e3
3MiHM MiCLle3HaxOMKEHHS BUPOBOHMKA.

UA/17743/01/01

114.

HEWPOOMKN
OBIT

kancynu; no 10
Kancyn y énictepi;
no 3 abo no 5
GnicTepiB B KOpOOLi
3 KapTOHY

TOB
«BAYLU
XENC»

YkpaiHa

[.J1. dapma 'mbX,
ABCTPisi; BUPOOHUK
BiAnoBiganbHWI 3a
BWMYCK NPOAYKTY:
.. dapma M'm6X,
ABcTpis

ABCTpis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK Wopao
6e3nekn/edeKTMBHOCTI Ta dbapmakoHarnsay.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX OaHNX
npo cuctemy capmMakoHarnsgy (BBeAeHHst
y3aranbHeHWX AaHuX Npo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXXeHOT
ocobu, BianoBiganbHOI 3a 3AiNCHEHHSA
chapmakoHarnsgy; KOHTakTHoi ocobu 3

3a
peuerimom

UA/5909/01/01
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bapmakoHarnagy 3asiBHUKa ANg 34iMCHEHHSA
dapmakoHarnsay B YKpaiHi, KO BOHA
BigMiHHA Bif yNOBHOBaXeHOI ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsgy (BKo4aym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-channa
cuctemn hapmakoHarnagy). 3miHa
KOHTaKTHMX JaHUX YNOBHOBAXXEHOT 0cobu
3asiBHMKA, BignoBiganbHoi 3a dhapmakoHarnsg.
115. | HIMECYNIQ Tabnetkmno 0,1, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/6540/01/01
no 10 Tabnetok y akKuioHepHe akuioHepHe 3MiHn | TMny - 3MiHK Wwoao peuenmom | niidnseae
6nictepi; no 1 abo 3 TOBapUCTBO TOBapUCTBO "Jlekxim Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
Gnictepn y nayui 3 "TNekxim - - Xapkis", YkpaiHa; 3MiHa y KOpPOTKili XapaKTepuCTULi Nikapcbkoro
KapTOHY XapkiB" MpAT «TexHonory, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ANns

Ykpaina

MeAMYHOro 3aCTOCYBaHHs! Ha MiAcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHs 3
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauiHuin nepioa, abo sk
pe3ynbTar OLUiHKM 3BiTY 3 OCNIOKEHD,
npoBefeHnx BigNOBIAHO 4O NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YMOBHOBaXEHUM
opraHom).
3MiHu BHeceHo Ao IHCTpyKLii Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"BacTocyBaHHs1 y nepio BariTHocTi abo
roflyBaHHs rpyaaw” wono 6esnekm
3aCcTOCyBaHHS Ait040i Pe4YOBUHUW HiMecynia
BignoBigHo oo pekomeHaauin PRAC.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ans
MeAMNYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHs 3
6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHD,
NpoBeAeHWX BiANoBIAHO A0 NnaHy
negiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3roXXeHO 3 KOMMETEHTHVM YMOBHOBaXEHUM
opraHom). 3miHu BHeceHo Ao IHcTpykuii ans
MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
o po3ginis "OcobnmBocTi 3acTocyBaHHs" Ta
"Mob6iuHi peakuii" woano 6eaneku
3acToCyBaHHSA [ito40i pevyoBMHM HiMecynig
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BignoBigHoO Ao pekomeHaauin PRAC.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEpPOKEHHS
116. | HOKCA®IN® cycneHsis opasnbHa, Mepk Wapni | LWsenuapi BUPOBHMK Kanapa/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/9269/01/01
40 mr/mn, no 105 mn Hoym IOEA A HeposdacoBaHoi Benbrisa 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenmom | niidnseae
y cbnakoHi; no 1 m6X NPOAYKLiT, N"epBUHHE HaliMeHyBaHHs Ta/abo agpecu micus
¢rakoHy 3 MipHO nakyBaHHS: NPOBaMXEHHS OiAnbHOCTI
TIOXEYKOH Y MaTeoH IHk., KaHaga BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
KapTOHHil kopobui BTOPUHHE 3aco0by, BKYa4m ginbHULi BUNYCKy cepil
nakyBaHHs, BUNYyCK abo micLe npoBedeHHS KOHTPOIHO SIKOCTI.
cepii: ([isnbHiCTb, 3a AKy Bignosigae
OpraHoH XeWlcT 68, BUPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
Benbria cepinn) AgmiHicTpaTMBHa 3MiHa Ha3Bu

BUPOBHMYOI AinbHULI, SKa Bignosigae 3a
BTOPVHHE NaKyBaHHS, BUNYCK cepii. Takox
BHOCUTbCS HE3HAYHEe KoperyBaHHs [0 agpecu.
BupobHuya ginbHuUS Ta yci BUpobHuyi
onepadii 3anuwaTbCst HE3MIHHUMU. 3MiHK
BHeceHi y po3ginu "BMpobHuk" Ta
"Micues3HaxoaxeHHsi BApOOHUKa Ta agpeca
MicLUA NpOBaAXeHHSA NOro AisnbHOCTI" B
{HCTPYKLUilO 4ns MeAMYHOro 3aCTOCYBaHHS Y
3B'A3KY 3i 3MiHOKO Ha3BU BUPOOHMYOT OinbHUL
Ta sK HacNifoK - BigNOBIAHI 3MiHW Y TEKCTI
MapKyBaHHs1 yNakoBKM MikapcbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsiuiB nmicnsi
3aTBEPKEHHS. 3MiHM | TUny -
AOMiHIiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AiNbHULI (BKITHOYAKYM AiNbHALL
ans A®Il, npomixkHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHuui Ans
NPOBEAEHHS NaKyBaHHS, BUPOOHWKa,
BignosiganbHOro 3a BMNycK cepin, Micue
npoBeAeHHSs! KOHTpOrto cepii) abo
nocrayanbHuKa BUXiOHOro MaTepiany,
peareHTy abo JONOMIKHOT PEYOBUHU (SIKLLO
3a3Ha4eHo y Aocbe) BunyyeHHst BUpobHUYoi
ainbHUUi CENEXI HSC - HEROUVILLE SAINT
CLAIR, France / CEHEKCI HSC - EPYBIJb
CEHT KNEP, ®paHui, BignosigansHoi 3a
BTOPWHHE NaKyBaHHs Ta Bunyck cepii 3.
3anuwaeTtbes BUPOOHWK, KOTPUIA BUKOHYE TiX
cami cpyHkuji, Lo 1 Buny4veHuii: OpraHoH
XewicT 6B, Benbris. BunyyeHHs BUpOGHWYOT
OiNbHUUI Ta SIK HAcNigoK - BUMYYEHHS
IHCTPYKLUii ANs MeAMYHOro 3aCTOCyBaHHS Ta
TEKCTY MapKyBaHHS1 YaKOBKW MiKapCbKOro
3acoby Ans BignoBiAHOT BUPOBHUYOI AinbHUL.
BBegeHHs 3MiH NpoTArom 6-Tv MicauiB nicns
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3aTBepAKEHHS. 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. BunyyeHHs
BUPOBHMYOT AinbHULUI (BKMHOYAKYMN AiNbHALI
ansa A®l, npomixkHoro npogykTy abo roToBoro
nikapcbkoro 3acoby, AinbHuui Ans
npoBefeHHs NakyBaHHSsI, BUPOOHNKa,
BiANOBiganNbLHOro 3a BUNYCK cepin, Micue
NpPOBEAEHHS! KOHTPOTO cepii) abo
nocravarnbHuKa BUXigHOro martepiany,
peareHTy abo 4ONOMIKHOI pe4oBMHM (SKLLO
3a3HayYeHo y AoCbe) BunyyeHHs BUPOBHMYOI
ninbHuui Schering-Plough (Avondale)
Company, Ireland, BignosigansHoi 3a
BUPOBHMLUTBO Ait040i pe4YOBMHN NOCAKoOHA301y,
a TakoX BUPOOHMLTBA MPOMIKHOI CMOMYKM
nocakoHa3sony. 3anuwaeTbCcs anbTepHaTUBHI
BMpob6HuKa: MSD International GmbH -
BUPOBHMK Aito40i pe4oBMHM NocakoHa3o0ny;
Minakem Dunkerque Production -
BMPOBHMLTBO MPOMIXKHOI CMOSTyKM
nocakoHasony.

117.

HOKCMPEW
AMTAYMI

cnpen HasanbHUn
0,025 %, no 15 mny
KOHTEMNHeEpI i3
npo6koto-
po3nunioBavem Ta
KPULLIKOKO 3
KOHTpOMEeM NepLLoro
BigKpuTTS; Mo 1
KOHTeWHepy B navui
3 KapTOHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemMcTs
o "CIMNEPKO
YKPATHA"

YkpaiHa

CninbHe yKkpaiHCbKO-
icnaHcbke
nianpuemMcTeo
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MmiHu | TUny - 3miHm 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MiKapCbKoro 3acoby (36inbLueHHS
TepMiHy NpuaaTHOCTI FOTOBOrO NiKapCbKoro
3acoby) - [ins TOproBoi ynakoBKu
(niaTBEPAXYETLCA AaHMMKN peanbHOro Yacy)
36inbLUeHHs TepMiHY NpUAATHOCTI MikapcbKoro
3acoby (3aTBepOKeHO: 2 poKu;
3anpornoHOBaHo: 3 PoKu).
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.

6e3
peuenma

He
nionsieae

UA/1703/01/02

118.

OKTArAM
10%

PO34MH ANS iHPDY3in
10 %, no 20 mn, 50
mn, 100 mn abo 200
MIT PO34UHY ANS
iHOY3iN y donakoHi;
no 1 dnakoHy B
KapTOHHiI kopobLyi

Oktagapma
dapmauesT
nKka
MpopykTioHC
rec m.6.X.

ABCTpis

BUPOBHMK,
BignoBiganbHUN 3a
BMPOGHMLUTBO 3a
NMOBHWM LIMKIOM, 33
BUKITHOYEHHSIM
BTOPUHHOI YNaKOBKM:
Oktadapma Ab,
LLBeuis;
BUPOGHMK,
BiAnoBiganbHWI 3a
BUPOGHMLUTBO 3a
NMOBHUM LIMKMOM:
OkTagapma
dapmaueBTuKa
[MpogykTioHcrec

LLBeuis/

AscTpis/

PpaHuisi/
Himewumna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO [0 TEKCTy
MapKyBaHHS NEPBUHHOI YNaKoBKM NiKapCbKoro
3acoby B n. 3. kcHOMEP CEPII TIKAPCLKOIO
3ACOBY», n. 4. «AATA 3AKIHUEHHA
TEPMIHY NPUOATHOCTI» Ta fo TekcTy
MapKyBaHHS BTOPMHHOI YNakoBKu B M. 8.
«OATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 13. <HOMEP CEPIi
JIKAPCbKOI'O 3ACOBY». TepmiH BBeAEHHSI
3MiH NPOTArom 6 MicsLiB Nicns 3aTBEPKEHHS

3a
peuerimom

UA/15583/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
M.6.X., ABCTpisi;
BMPOBHWK,
BignoBiganbHUN 3a
BUPOOBHMLTBO 3a
NMOBHWM LIMKIIOM, 32
BUKIMOYEHHAM
BTOPUHHOI YMaKOBKM:
Oktadapma,
®paHLis; BUPOGHWK,
BignoBiganbHUN 3a
BTOPWHHE
naKyBaHHs:
Oxtadhapma [deccay
'm6X , HimeuynHa
119. | OKTAHAT NOPOLLIOK Anis OkTaapma ABcTpis BUPOBHMLTBO 3a LLseuis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/15468/01/01
po34MHy gns iH'ekuin | dapmaueBT NOBHUM LIMKMOM 3a ABcTpisi/ 3MiHu | TUny - 3MiHKM Wwoao peuenmom
no 50 MO/wmn; nKa BUKITHOYEHHAM PpaHuis/ 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
KapToHHa kopobka MpoaykTioHC BTOPUHHOI YNaKOBKM: Himeyunna (iHWi 3miHK). 3MiHN BHECEHO [0 TEKCTY
Ne1: mictutb 1 rec m.6.X. Oxtadhapma AB, MapKyBaHHSA NEPBUHHOI YNAKOBKM NiKapCbKOro
NaKkoH 3 MOPOLLKOM Lseuis; 3acoby B n. 4. «JATA 3AKIHYEHHA
0519 PO34UHY Ans BUPOBHMLTBO 3a TEPMIHY NMPUOATHOCTI», n. 6. «cHOMEP
iH’ekuin. KapToHHa NOBHUM LIMKIOM, CEPII NIKAPCBKOIO 3ACOBY» Ta go Tekcty
Kopobka Ne2: BKITHOHa04N MapKyBaHHsi BTOPMHHOI yNakoBku B . 8.
MIiCTUTb 1 pnakoH 3 BidyarnbHy «OATA 3AKIHYEHHA TEPMIHY
po34MHHUKOM (BOoZa iHCNeKLito: NPUAOATHOCTI», n. 13. «<HOMEP CEPI|
Ans iH’ekuin no 5 mn OxkTtadapma JIKAPCbKOI'O 3ACOBY». TepmiH BBeAEHHS
(250 MO/dpnakoH) dapmaueBTUKa 3MiH NpoTSAroM 6 micsiuiB nicns 3aTBepAXeHHS
abo 10 mn (500 MpogykTioHcrec
MO/dnakoH)) Ta Mm.6.X., ABCTpis;
KOMMMEKT Ans BMPOGHMLUTBO 3a
PO34YMHEHHS Ta NMOBHUM LMKIIOM 3a
BHYTPILUHBOBEHHOIO BUKITIOYEHHSIM
BBeAeHHs (1 wnpwy, BTOPUHHOI YNaKOBKM:
ofHopa3sosui, 1 Oktacapma,
[BOCTOPOHHS rorika, PpaHuist; BTOPUHHE
1 ronka 3 ginbTPomMm, nakyBaHHs,
1 ronka ons iH’ekuin, BidyarnbHa iHCneKuis:
2 NpocoYeHi Oxtadapma [eccay
CMUPTOM TaMroHK) Y Mv6X , HimeuunHa;
nakeTi abo 6nicTepi. BMPOGHMLUTBO
Kopobka Ne 1 ta KpionpeuinitaTa:
KopobGka Ne 2 OkTadpapma
06’eQHyOTLCS MixX MpoaykuioHcrecenn
co60to0 MacTMKoOBO wadT Jovnynang
NNiBKOK M.6.X., HimeuynHa
120. | OKTAHAT NOPOLLIOK ANA OkTadpapma ABCTpis BMPOOHMLTBO 3a Lseuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a - UA/15468/01/02
po3umHy ons iH'ekuin | dapmaueBT NOBHUM LIMKIOM 3a ABcTpisi/ 3MiHu | TUnYy - 3MiHK Woao peuenmom
no 100 MO/mn; nka BUKIMOYEHHSM PpaHuisi/ 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsay
KapToHHa kopobka [MpoayKTioHC BTOPUHHOI YNaKOBKM: HimeyunHa (iHLWi 3MiHK). 3MiHM BHECEHO [0 TEKCTY
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

Ne1: mictnTb 1 rec m.6.X. Oxtachapma AB, MapKyBaHHsi MEPBUHHOI YNaKOBKU NikapCbKoro

NaKkoH 3 MOPOLLKOM LLseuis; 3acoby B n. 4. «JATA SAKIHYEHHA

ONs PO34NHY A4S BUPOGHMLTBO 3a TEPMIHY NPUOATHOCTI», n. 6. «cHOMEP

iH’ekuin. KapToHHa NOBHUM LIMKIOM, CEPII NIKAPCBKOIO 3ACOBY» Ta fo TekcTy

kopobka Ne2: BKITHOHA04N MapKyBaHHsi BTOPUHHOI ynakoBku B n. 8.

MicTUTb 1 cbrakoH 3 BidyarbHy «OATA 3AKIHYEHHA TEPMIHY

PO34MHHMKOM (BOAA iHCNeKLito: NPUOATHOCTI», n. 13. «<HOMEP CEPIi

ans iH’ekuin no 10 Oktadgapma JIIKAPCbKOI'O 3ACOBY». TepMiH BBEAEHHS

mn (1000 dapmaneBTrka 3MiH NPOTArom 6 MicsuiB nicns 3aTBepoKEHHS

MO/cnakoH)) Ta MpopaykTioHcrec

KOMMAEKT Ans M.6.X., ABCTpis;

PO34YMHEHHS Ta BMPOGHMLUTBO 3a

BHYTPILLHBOBEHHOIO NMOBHUM LMKIIOM 3a

BBeAeHHs (1 wnpwy BUKITHOYEHHAM

oaHopasosun, 1 BTOPUHHOI YNaKOBKM:

[OBOCTOPOHHS ToriKa, Okradapma,

1 ronka 3 ginbTpom, PpaHuist; BTOPUHHE

1 ronka ans iv’ekuin, nakyBaHH4,

2 NPOCOYeHi BidyarbHa iHCneKuis:

CMMPTOM TaMMOHW) Y Oxtadapma [eccay

naketi abo 6nicTepi. 'M6X , HimeuuuHa;

KopoGka Ne 1 Ta BMPOGHMLUTBO

Kopobka Ne 2 KpionpeuinitaTa:

00’eOHYIOTbCS MiX OkTadapma

co60t0 NNacTUKoBOO MpopaykuioHcrecenn

NNiBKOO wadT JovunaHg,

M.6.X., HimeuynHa
121. | OMENPA30N | niodginizat gns dapmaueBT Ipeuis AHOAPM XENNAC Mpeuis BHECEHHS! 3MiH 10 peecTpauiiHnx maTepianis: 3a He UA/1030/01/01
-BOKATE PO34MHy Anis iH'eKLin M4yHa C.A. 3MiHn | TMny - 3MiHn Woao peuenmom nionsizae

no 40 wr; 1 conakoH KOMnaHis 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.

3 niogpinizatom y «BOKATE 3MiHa y KOpOTKili XapakTepucTuL nikapcbkoro

KOMMMeKTi 3 1 C.A» 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans

amnynoto 3
po34nHHKUKOM o 10
M
(nonieTuneHrnikonb
400, kmucnotu
JIMMOHHOI
MoHorigpar, Boay
ans iH’ekuin) y
KapTOHHiI kopobLyi

MeAMNYHOro 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCNIOKEHD,
nNpoBeAeHWX BiANoBIiAHO A0 nnaHy
negiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3ro)keHO 3 KOMMETEHTHMM YNOBHOBaXKEHUM
OopraHom)
3MiHU BHECEHO A0 IHCTPYKLUii AN MeauyHoro
3acTocyBaHHS nikapcbKoro 3acoby o posginis
"Ocobnusi 3axoan 6e3nekn" Ta "MobivHi
peakuii” BignoBigHO 4O OHOBMEHOI iHpopmaLii
3 Ge3nekun 3acTocyBaHs NikapCbKoro 3acooy.
3minu | TUny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsigy
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

(iHWi 3MiHK) 3MiHM BHECEHO A0 IHCTPYKLT ons
MEAMNYHOIO 3aCTOCYBaHHsI NiKapCbKoro 3acoby
0o posginy "Mo6iyHi peakuii" wono
HeoOXigHOCTI NOBIQOMNATYU NPO YCi BUNagKu
nifgo3ptoBaHMx NOBIYHMX peakuili Ta
BiACYTHOCTi e(peKTUBHOCTI NikapCbKOro
3acoby. 3miHu | Tuny - 3miHK Woao
6e3nekv/edekTMBHOCTI Ta bapmakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3
6esnekn 3aCToCyBaHHS MikapcbKoro 3acoby B
nicnsipeecTpauiHuin nepioa, abo sk
pe3ynbTaT OUiHKK 3BiTY 3 LOCHIOKEHD,
NpOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3miHVM BHECEHO [0 iIHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
0o posginie "Cnoci6 3actocyBaHHsa Ta go3n" Ta
"Mo6iyHi peakuii" BiANOBIiAHO A0 pekomeHAaaLin
PRAC.

122.

NAHTAMAK

TabneTkn, BKpUTI
06010HKOI0,
KMLLKOBOPO34MHHi MO
40 wmr, no 10
Tabnetok y 6nictepi;
no 3 Gnictepu B
KapTOHHiI kopobui

Makneoac
dapmacbloT
mKanc
Nimiten

IHAis

Makneoac
dapmacbloTukanc
Timiten

IHaia

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii Ans
MEeAMYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCNIOKEHD,
NpoBeAeHWX BiANoBIAHO A0 NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rogXKeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHM BHECEHO B iHCTPYKLUiO ANst MEOUYHOTO
3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy
"lMpoTnnokasaHHs" BiANOBIAHO A0 OHOBMEHOT
iHdpopmaLlii Wwoao 6e3neku 3acTocyBaHHS
L0401 PeYOBMHM 3riHO 3 pEKOMEHAALIED
PRAC. TepMmiH BBeieHHS 3MiH NpoTsirom 6
MicsLiB nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnseae

UA/17027/01/01

123.

NAHTEKPEM
®

Kpem 5%; no 30ry
Ty6i; no 1 1y6i y
nadui 3 KapToHy

MPAT
"®ITOPAPM

YkpaiHa

MPAT "®ITOGAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX MaTepianis:
3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa

6e3
peuenma

nionsieae

UA/10978/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(BrnacHuka peecTpaLiiHoro NocBig4YeHHs)
3MiHa agpecwu 3asiBHVKa. BBeaeHHs 3MiH
NpoTSArom 6-TM MicsLiB Nicnsi 3aTBEPAYKEHHS
124. | NAPOKCHUH TabneTku, BKPUTI TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/3184/01/01
NNiBKOBOIO "ACIHO 3MiHu | Tuny - 3miHn 3 skocTi. FoToBMI peuernmom
060roHKo0, 1Mo 20 YKPAIHA"

mr, no 10 TabneTok
y 6nictepi; no 3 abo
6 GnicTepiB y
KapTOHHIN nayui

nikapcbkuii 3aci6. 3miHn y BUpOOGHMUTBI (iHLWi
3MiHW) — BHECEHHS 3MiH 4O peecTpaLinHoro
[0CbE, a came 3MiHa NPOBEAEHHS PYTUHHOIO
KOHTPOIIO MOKa3HWKIB ANst Macu Ans
TabnetyBaHHs. 3aTBepaXeHo: [ina macu ans
TabneTyBaHHS KOHTPOMb 3a NOKa3HWKamu
TeKydiCTb, HaCUMHa rycTuHa, 3gaTHiCTb 4O

ycagku, ryCTuHa nicnst ycagky Ha KOXHOI cepil.

3anponoHoBaHo:

[nsa macu gns TabneTyBaHHA KOHTPOMb 3a
NoKasHWKaMm TeKydiCTb, HaCUMHa rycTuHa,
3[aTHICTb A0 yCafKu, ryCTUHa nicns ycaaku B
PEXUMI MOHITOPUHTY HE piLLe HiXK Ha KOXHIN
10-1 cepii. 3MiHuM | TNy - 3MiHK 3 SIKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y
BUPOBHMLTBI (iHLUI 3MiHWN) — BHECEHHS 3MiH 80
peecTpaLifHOro JOCkE, a came NPOBEAEHHS
KOHTPOIMIO MOKa3HWKIB B PYyTUHI Ta Banigauii
Ansa Tabnetok-aaep. MNpoBegeHHSA KOHTPOIIO
MoKasHWKiB B PYTUHI Ans TabneTok-aaep.
3miHu | TUny - 3miHK 3 gkocTi. FoToBU
nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI (iHLWi
3MiHW) — 3MiHa B cTpaTerii KOHTpons
nokasHuka «lgeHTudikadia» Ha
Hepo3dacoBaHin npoaykuii Ta M3, a came
NPOMNOHYETLCSA nepLuy «laeHTudikauito BEPX»
NPOBOAMTM Ha CcTafii Hepo3dacoBaHoi
NPOAYKLUT | pesynbTaT NepeHoCUTH B
ceptudikat sikocti 13, gpyry «laeHTudikadito
Y®-CP» — Ha roToBin npoaykuii. Taka amiHa
[03BONUTL NIATBEPANTY BIACYTHICTb
nepennyTyBaHHA NPOAYKTY, yNakoBaHOro Ans
peanizauji. (Y gitovin pegakuii PeectpauinHoro
[0CbE KOHTPOIb 3@ NMOKa3HWKOM
«lgeHTudikauis BEPX» Ta «lgeHTudikauis
YO-CO» 3aiiCHIOETHCS NULLE Ha cTagii
Hepo3adacoBaHOoi NpoayKLUii, a pesynbtatu
KOHTPOIiB NepeHoCcATLCH B CepTUQIKaT AKOCTI
Ha roToBui nikapcbkuii 3aci6). * KoHtponb
3a3HayeHux napameTpiB 34INCHIOETLCS TiNbKN
Ha cTajii HepoadacoBaHOI NpoayKLi,

a pe3ynbTaTu KOHTpoOnio byayTb
nepeHocuTUCs y cepTudikat sikocti Ha MM3.
KoHTponb 3a3HayeHvx napameTpis
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71
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
30iNCHI0ETLCA TiNbKN Ha cTagii
Hepo3dacoBaHoi NPoAyKLUii, a pesynbTaTtu

KOHTponto 6yayTe nepeHocUTUcs B cepTudikat
sikocTi Ha MN3. 3miHm | Tuny - 3miHM 3 AKoCTi.
['oTOBWI NiKapCbkuii 3aci6. 3miHn y
BUPOBHMLTBI (iHLWi 3MiHK) — 3MiHa chopmaTy
po3ginie 3.2.P.3.3, 3.2.P.34, 3.2.P.3.5, a
came NpPOMOHYETLCS BUAANEHHs 3 po3ainis
“3.2.P.3.3 Onuc BMpoGHUYoro npouecy Ta
KOHTpO-to BMpobHuuTBa”, “3.2.P.3.4 KoHTponb
KPUTWUYHKX eTaniB i NPOMDKHOT NpoayKLii”,
“3.2.P.3.5 Banigauisi npouecy Ta/abo noro
ouiHKa” iHdbopMaLlii LLOAO KOHTPOSO roTOBOI
NpoAyKLii y 3B’A3Ky 3 NpUBEAEHHAM [0
dopmarty 3aranbHoro TEXHIYHOro JOKYMEHTY.
IHhopMaUif Woao KOHTPOSO FOTOBOI
npoaykuii npueeaeHa y posgini “3.2.P.5.1.
Cneumdikauis”. 3miHn | Tuny - 3MiHM 3 SKOCTI.
["oToBMI nikapcbkuii 3aci6. 3miHK y
BMPOOHMUTBI (iHLLI 3MiHW) — BHECEHHS 3MiH 8O
peecTpauinHMx maTtepianis y po3ginax
3.2.P.3.3, 3.2.P.3.4 Ta 3.2.P.3.5, a came
akTyanisauis Ha3Bu, OAMHWLI BUMIpY Ta
fianasoHun Aesikux napaMmeTpis npouecy
HaHEeCEHHSs NOKPUTTS TabneTok, y 3B’A3Ky 3
MOZEPHi3aLi€r0 yCTaHOBKM A1 HAHECEHHS!
NMOKPUTTS, @ CamMe OHOBIIEHHS anapaTHOro Ta
nporpamMHoro 3abesaneyeHHs. [litova pegakuis:
MapameTp «Tuck BXigHOro nosiTps» Tuck
BXifHOro NOBITPs, MM.BoA.CT. [ponoHoBaHa
pepakuis: MNapameTp «TUCK BXIGHOTO NOBITPS»
Twuck BxigHOro noeiTps, MMm.BoA.cT A6o
ButpaTta BxigHoro nositps, M3/roa. 3miHu |
Tuny - 3MiHn 3 sikocTi. A®IL. KoHTponb ADL.
3miHa y napameTpax cneundikauin Ta/abo
OONYyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha AdI, abo
BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, Lo
BUKOPUCTOBYHOTLCS Y NpoLeci BUpobHMUTBa
ADI (iHWwi 3mMiHW) NpuBeaeHHst cneumndikaLii
BxigHoro koHTponto A®I MAPOKCETUHY
ragPOXNorPvay HAMIBrQgPATY
BMpo6HMUTBa «Medichem, S.A.», Icnanis (n.
«lpeHTndikauisy) y BianoBiaHICTb 4O YMHHOT
pegakuii moHorpadii €0 07/2021:2018. 3miHu
| Tuny - 3miHK 3 skocTi. FOTOBMI Nikapcbkuit

3aci6. KoHTporb roToBoOro nikapcbkoro 3acooy.

3MiHa y MeTofiax BUNpOoOyBaHHsi rOTOBOMO

nikapcbkoro 3acoby (HeaHayHa 3MmiHa y
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
BHECEHHS 3MiH 40 MeToziB KOHTPOIO AKOCTI
M3 ansg nokasHuka «KinbKicHe BU3HAYEHHS»,
a came MpOMOHYETLCS 3MIHUTK
CniBBIAHOLLEHHSI pyXOMUKX a3 Ans
[OOCSATHEHHS KPALLLOro CTyNeHs po3aineHHst
nikiB NApOKCEeTUHY Ta AOMILLKN A NapoOKCETUHY
npu xpomaTorpadpyBaHHi po34nHy Ans
nepe.ipkn npuaaTHocTi. 3MiHu | Tuny - 3MiHKM 3
sIKoCTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOro fikapcbKkoro 3acoby. 3miHa y
MeToax BUNpoOyBaHHS roTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPOXKEHUX
mMeTodax BUNPOOYyBaHHSA) — BHECEHHS 3MiH [0
MeTogiB koHTponto sikocTi 13 ons nokasHukis
«Po3unHeHHs» Ta «OgHOPIgHICTL 4O30BaHUX
OAMHULILY, @ CaMe MPOMOHYETLCHA 3aMIHUTU Y
po3paxyHkax «Po34mH NOpiBHAHHA A» Ha
«Po34ymH nopisHAHHS B» Ana npueBeaeHHsa oo
BHYTPILLHBO-ipMOBKX BMMOT. 3MiHK | TNy -
3MiHM 3 skocTi. [0TOBMI Nikapcbkuii 3acit.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadiv Ta/abo gonyctummnx
MeX FOTOBOIO Nikapcbkoro 3acoby (iHLi 3miHmM)
- 3MiHa OpMyrHOBaHHSI BUMOT A0 NOKa3HuKa
«Po34nHeHHs», a came BUKNoYeHa
iHdbopMaLis No KpUTepiM NPUAHSATHOCTI
CTYMNEH0 PO3YMHEHHS! MO TPbOM PIiBHSM,
OCKiNnbKM Ui BUMOru onucaHi y dY 2.9.3, Ha
sIke AaETbCS NOCUMNAaHHS B MeToAax KOHTPOH
Ta NpVBEAEHHS A0 eQuMHOro hopmaTty B
KpaiHax peecTpauii.

125.

NEMETPEKC
EO-BICTA

MopoLLIOK
niodpinisoBaHnn ans
NpUroTyBaHHs
KOHLeHTpaTy Ans
PO34MHyY Ans
iHdpysin, no 100 wmr,
y cbnakoHi, no 1
dnakoHy 3
MOPOLLIKOM Y
KapTOHHiIl kopobui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnia

BMPOGHMLUTBO Ta
nepBuHHe
nakyBaHHs

nikapcbkoro 3acoby:
OHKOMeq
MaHydaKTopiHr a.c.,
Yecbka Pecny6nika
BTOPUHHE
nakyBaHHs
nikapcbkoro 3acoby:
i |
dapmacktoTikanc,
JIta., Bonrapis
KOHTPO~b SIKOCTI,
BignoBiganbHi 3a
BUMYCK cepii:
CiHToH XicnaHis,

Yecbka
Pecny6nika/
Bonrapis/
IcnaHia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3minu | Tvny - 3miln wWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHM y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MELNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHux/GionogioHMx
nikapcbkux 3acobiB nicnsi BHECEHHs Tiel camol
3MiHW Ha pedbepeHTHUI npenapart (3MiHa He
noTpebye HagaHHS XKOAHUX HOBUX JOAATKOBUX
AaHnx) 3MiHW BHECeHi [0 iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapCbKoro 3acoby
y po3ginu "OcobnuneocTi 3acTocyBaHHS",
"3acTocyBaHHs1 y nepio BariTHocTi abo
rofyBaHHs rpyaarw” 3rigHo 3 iHdopmaLieto
OO0 MEANYHOTO 3aCTOCyBaHHS
pedepeHTHoro nikapcbkoro 3acoby (ANIMTA,

3a
peuerimom

He
nidnsicae

UA/16247/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
C.J1., IcnaHis nioginisat 4ns NpUroTyBaHHS PO34YnHY Ans
KOHTPOIb SKOCTI, iHdysin no 500 mr) BeeaeHHs 3MiH NpoTsarom
BignoBiganbHUN 3a 6-TV MicaLiB NicNs 3aTBEPOXKEHHS
BUMYCK Cepii:
CiHTOH c.p.0.,
Yecbka Pecnybnika
126. | MEMETPEKC NOPOLLIOK Mictpan AHrnis BMPOBOHMLTBO Ta Yecbka BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/16247/01/02
EQ-BICTA niodinisoBaHun Ans Kenitan nepBuHHe Pecny6nika/ 3minm | Tvny - 3miln wopo peuenmom | niidnseae
NPUroTyBaHHA MeHepxmeH nakyBaHHA Bonrapis/ 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
KOHLIeHTpaTy Ans T JlimiTeq nikapcbKoro 3acoby: IcnaHia 3MiHW y KOPOTKi XapaKTepuUCTu1Li NikapcbKoro
po34nHy Ans OHKOMe[ 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
iHdoy3in, no 500 wmr, MaHyaKkTopiHr a.c., MELMYHOro 3acToCcyBaHHs
y cbnakoHi, no 1 Yecbka Pecnybnika reHepuYHMX/ribpnaHmx/GionoaibHnx
dnakoHy 3 BTOPUHHE nikapcbkunx 3acobiB nicns BHeCeHHs Tiei camoil
NOPOLLKOM Y nakyBaHHSA 3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
KapTOHHiI kopobui nikapcbkoro 3acoby: noTpebye HagaHHS XXOAHUX HOBUX JOAATKOBUX
Doxi | AaHux) 3MiHVM BHECeHi [0 iHCTpYKLiT ans
PapmachbtoTikanc, MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
JIta., Bonrapis y po3aginu "OcobnuneocTi 3acTocyBaHHA",
KOHTPOIb SKOCTI, "3acTocyBaHHs y nepiof BariTHocTi abo
BignoBiganbHi 3a rogyBaHHSA rpyaar” 3rigHo 3 iHpopmauieto
BUMYCK Cepil: LOA0 MeaUYHOro 3aCTOCyBaHHA
CiHToH XicnaHis, pedepeHTHOro nikapcbkoro 3acoby (ANNIMTA,
C.J1., IcnaHis nioginisat 4ns NpUroTyBaHHS PO34nHY Ana
KOHTPOrb SIKOCTI, iHdy3in no 500 mr) BBeaeHHs 3MiH NpoTsirom
BiAnoBiganbHWN 3a 6-TK MicaUiB nicna 3aTBEpAKEHHS
BUMYCK cepii:
CiHTOH c.p.0.,
Yecbka Pecnybnika
127. | NEMETPEKC NOPOLLIOK MicTtpan AHmMia BMPOGHMLUTBO Ta Yecbka BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/16247/01/03
EO-BICTA niocpinisoBaHun ans Kenitan nepBuHHE Pecny6nika/ 3MiHu | TMny - 3MiHK Woao peuenmom nionsizae
NPUroTyBaHHA MeHnepxmeH nakyBaHHSA Bonrapis/ be3nekn/eceKkTUBHOCTI Ta hapmakoHarnsgy.
KOHLeHTpaTy Ans T NimiTeq nikapcbkoro 3acoby: IcnaHis 3MiHM y KOPOTKili XapakTepucTuLi nikapcbkoro
PO34MHY Ans OHKOMe[ 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi

iHdy3in, no 1000 mr,
y cbnakoHi, no 1
dnakoHy 3
MOPOLLIKOM Y
KapTOHHiIl kopobui

MaHydaKTopiHr a.c.,
Yecbka Pecny6nika
BTOPUHHE
nakyBaHHs
nikapcbkoro 3acoby:
Ioxi |
dapmacktoTikanc,
JIta., Bonrapis
KOHTPOrb SIKOCTI,
BignoBiganbHi 3a
BUMYCK cepii:
CiHTOH XicnaHis,
C.1., Icnanisa
KOHTPOIb SIKOCTI,
BignoBiganbHUN 3a

MELNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHunx/GionogioHmx
nikapcbkux 3acobiB nicnst BHECEHHs Tiei camol
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS XKOAHUX HOBUX JOAATKOBUX
AaHnx) 3MiHW BHeCeHi [0 iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCYBaHHs NiKapCbKoro 3acoby
y po3ginu "OcobnuneocTi 3acTocyBaHHS",
"8acTocyBaHHs1 y nepio BariTHocTi abo
roflyBaHHs rpyaarw” 3rigHo 3 iHdopmaLieto
00 MEANYHOrO 3aCTOCYyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (ANIMTA,
nioiniaaT AnNs NPUroTyBaHHS PO34WHY Ans
iHdy3int no 500 mr) BBeaeHHs 3MiH NpoTsirom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUMYCK Cepii:
CiHTOH c.p.0.,
Yecbka Pecnybnika
128. | MEHTACA cycneHsis Peppinr LLisenuapi Peppinr-lNeunsa, Yecbka BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/4990/04/01
pekTanbHa no 1 IHTEepHeLwwHN A a.c. Pecny6nika 3MiHW | Tuny - 3MiHK 3 akocTi. [oToBMI peuernmom
/100 mn; no 100 mn CeHtep CA nikapcbkuii 3aci6. KoHTpornb rotoBoro
cycneHsii y dnakoHi nikapcbkoro 3acoby. 3miHa napameTpis
3 HAKOHEYHWUKOM i cneumdikauini Ta/abo 4OMyCTUMUX MEX
BHYTPILUHIM roTOBOro MikapCbKOro 3acoby (BUMyYeHHs
KnanaHom; no 1 He3Ha4yHoro nokasHuka (Hanpuknag
dnakoHy y nakeTi 3 3acTapinoro nokasHuka, Takoro sik 3anax Ta
antoMiHieBoi cmak, abo igeHTudikauis 6apBHUKIB YK
donbru; no 5 abo 7 cMakoBux 4o6aBok)). 3MiHa BUMOr
dnakoHiB Ta 5 abo 7 cneuudikauii M3 3a nokasHMKOM
nonieTuneHoBmx «MikpobionoriyHa yncTtoTay, a came
NaKeTiB Y KApTOHHIN BUyYeHHs1 BUNpoOyBaHHs Ha E. Coli, y
ynakoBLji BignosigHocTi fo Bumor Ph.Eur. 5.1.4
Mikpo6ionoriyHa YicToTa HECTEPUIbHMX
nikapcbkux 3acobis i cybcTaHuin ans
dapmaLeBTUYHOIO BUKOPUCTaHHS woao N3
[ONs peKTanbHOro 3actocyBaHHs. 3miHu | Tuny
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHS roTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToaax
BMNpobyBaHb (BKNoYaun 3aMmiHy abo
[OOMNOBHEHHS)). 3MiHa MeToay BUNpobyBaHHs
N3 3a nokasHukoMm «laeHTudikauis
MecanasuHy» 3 metoay UV cnekTpockonii Ha
metoq UPLC, cnekTparnbHa ideHTUYHICTb.
HopaTkoBo, pefakuinHa 3miHa, a came
[onoBHeHHs B cneuudikadii MM3 3a
nokasHukom «Onucy» NoCUNaHHAM Ha
pedepeHTHUN meTog [3.2.P.5.2-18138], onuc
MeToay KOHTPOMIO NpeACTaBeHo B
MaTepianax peectpauinHoro gocke. Kputepii
NPUAHSATHOCTI 3anuLaoTbecsl 6e3 3MiH.
129. | NEPLUIO HacTorka no 50 mny MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: be3 nidnseae UA/8260/01/01
CTPYYKOBO | chnakoHax CKNsiHUX "®ITOPAPM 3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
ro abo nonimepHmx " HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
HACTOMKA (BNacHuka peecTpauinHoro NocBiAYeHHS)
3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicns 3aTBepAKEHHS
130. | MIPALUETAM- | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/3225/01/01
OAPHMUA obonoHkoto, no 200 "®apmaueBT "®apmaueBTnYHa 3MiHu | Tuny - 3MmiHn 3 sikocTi. FoToBUMI peuenmom
mr; no 10 TabneTok n4yHa cipma dipma "[apHuua” nikapcbkuii 3aci6. KoHTponb JONOMKHMX
Y KOHTYPHiW "NapHuus" peyoBuWH. 3MiHa NapameTpiB cneumdikauin
YapyHKOBIN Ta/abo AoNyCTUMUX MeX Ans AONOMKHOI

ynakoBLii; no 6

pPeYOBUHM (BUITyHEHHS 3i cneumndikauii
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTYPHMX He3Ha4yHoro nokasHvka (Hanpuknag
YapyHKOBUX 3acTapinoro nokasHuka)) - BHECEHHS 3MiH Ha

YNaKoBOK B nauui

[OMNOMiKHY pedoBuHy Nnpomenosa, a came 3
po3ginis 3.2.P.4.1. Cneumdikauis Ta 3.2.P.4.2
AHaniTU4Hi MeToaukmn, maTtepianis
peECTPaLiHOro AOCHE, BUITyYEHO NMOKa3HUK
"Xnopuan" 3rigHo MoHorpagii €
«Hypromellose», a Takox nokasHuUK "Baxki
meTanu" BignoBigHo 40 MaTepianis Big
BMpOGHMKa (aHani3 puaukis 3rigHo ICH Q3D
Guideline for Elemental Impurities) Ta Bumor
nitovoi moHorpadii €® «Hypromellose»; 3miHn
| Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
3MiHW, NoB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS
y BiANOBIgHICTb A0 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi dhapmakonei gepxasu €C (iHLwi
3MiHu) - [lo maTepianie peecTpauiiHoro 4ocbe
Ha roTOBWIA NMikapCbKMI 3acid BHOCATLCS 3MiHU
0o posginie 3.2.P.4.1. Cneundikauii Ta
3.2.P.4.2. AHaniTM4Hi METOAMKM Ha AONOMIXKHY
peyoBuHy [inpomenosa, a came: HOpMyBaHHs!
Ta METOAMKN KOHTPOJO A1t MOKa3HWKIB
«B’askicTby», «lgeHTudikauisy, «CynbcatHa
30Ma», a TaKoXX METOAMKM KOHTPOIO ANs
nokasHuKiB «pH po3unHy», «BmicT meTokcu-
Ta riapOKCUNPONOKCU- rpyn» NPUBEAEHO A0
BMMOT Jjto40i MoHorpadii €EP
«Hypromellose»; 3miHu | Tuny - 3miHu 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
[OOMOMiXHMX pevoBUH. 3MiHa y MeToaax
BUNPOOYBaHHS JONOMIDKHOI pEYOBUHM
(He3HayHi 3MiHM y 3aTBEpKEHNX MeToAax
BMNPOOYBaHb)

CynyTHs 3miHa
- 3MiHM 3 skocTi. [0TOBMIA Nikapcbkuii 3aci6.
KoHTpOnb AOMNOMiDKHMX peqoBUH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX AN JOMOMiIXKHOI peqoBUHU (iHLLi 3MiHK) -
[0 MaTepianiB peecTpauiiHOro 4OCke A0
po3ginie Cneuudikauii Ta AHaniTUYHI
METOAVKM Ha [JOMOMDKHY PEYOBUHY
linpomenosa BHECEHO 3MiHK, a came:
BiANoBigHO, A0 BUMOr MoHorpadii €O
NokasHUK "Po34nHHICTL" Mae
pekoMeHZauinHMIA XapakTep, Ha Uiy nigcTasi
Oro nepeHeceHo Ao 3aranbHux
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMacTVMBOCTEN, a A0 MoKasHuKa
"MikpobionoriyHa unctoTa" BHECEHO
NocunaHHs Ha fioye BuaaHHsa €O, 6e3 3MiH B
HOpPMyBaHHi Ta B METOAMLIi KOHTPOT
131. | MNA3SMOBEH | posuuH ans iHdysin MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/17779/01/01
® no 500 mny "dapmaueBT "®apmaueBTUYHa 3MiHm | Tuny: 3miHn 3 skocTi. CepTudikat peuenmom
dnakoHi n4yHa cipma dipma "JapHunua” BignoBigHocTi/lE-cepTudikaTt BiANOBIAHOCTI
"NapHuug" €sponeicbkin hapmakonei/moHorpadii.

MogaHHsa HoBoro abo oHoBNEHOro
cepTuddikaTta BignoBigHOCTi abo BUNyYEHHSsI
cepTudikaTta BignoBigHOCTI €BpONEnchbKin
dapmakonei: gna Adl; ons BuxigHoro
maTepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BiNoOBIigHOCTI €Bponeinchkin dhapmakonei) -
HoBuii ceptudikat Bif BXe 3aTBEpaXEeHOro
BMpobHMKa- [lo maTepianie peecTpaujiiHoro
[OChE Ha roTOBUI NiKapCbkuii 3acié BHOCATLCS
3MiHM 00 BignoBigHWX PO3AiNiB WOAO NOAAHHS
Ha A®I Kanito xnopuga, BupobHuutBa Macco
Organiques, s.r.o., Czech Republic, HoBoro
cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
cdapmakonei CEP Ne RO-CEP 2018-159-Rev
00 Ha 3amiHy DMF (European Drug Master
File on POTASSIUM CHLORIDE, Ph.Eur.
(VERSION 04/2018 ANNEX 1)) BignosigHo go
iHdpopmaluii, HaBegeHoi B CEP Ne RO-CEP
2018-159-Rev 00, no po3ginis 3.2.5.4.1.
Cneuudikauis Ta 3.2.S.4.2. AHaniTuuHi
METOAMKM BBOAUTHLCS NOKA3HUK SKOCTI
«CBuHeuby; 3MiHn | TMny: 3MiHu 3 skocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWIA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPWCTOBYOTBCS Y NpoLeci BUpobHULTBa
AP (BUNYyYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpvknag BUMNYYEHHS! 3acTapinoro
nokasHuka))- Tect «Po34nHHICTb» BignoBiaHO
o sBumor DY 1.4 «MoHorpadii» mae
pekomMeHAaLUinHWUIM XxapakTep, Ha nigcTasi Yoro
iHpopmaLito LWoao po34MHHOCTI cybcTaHLii
nepeHeceHo y po3ain «3aranbHi
BNAacTMBOCTI». TeCT «PO34YMHHICTbY» BUNYy4YEeHO
i3 po3AainiB BXiQHOro KOHTPOMIO Ha Aitody
peyoBuHy Kanito xnopwug 3.2.5.4.1.
Cneuudikaunis Ta 3.2.S.4.2. AHaniTuyHi
MeToaukuy; 3minu | Tuny: 3miHu 3 sikocTi. ADI.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

KoHTponb A®L. 3miHa y napameTtpax
cneuudikauiv Ta/abo JOMYCTUMUX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMIDKHWUIA NpoayKT/peareHT, LWo
BMKOPUCTOBYIOTLCS Y NPOLIeCi BUpOOHULTBA
AP (iHwi 3miHn)(B.1.6.1. (x),lA). CynyTHsa
3MiHa: 3MiHu 3 sikocTi. ADI. KoHTponb AdI.
3MiHa y MmeTofax BunpobyBaHHst APl abo
BUXIQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHuuTea A®| (He3HauHi 3MiHN y
3aTBEpOKEeHMX MeTofax BUnNpobysaHHst) - [lo
MarepianiB peecTpauifHOro 40CbE BHOCATLCA
He3HayHi 3MiHN Ta pedaKLUifHi YTOYHEHHS 4o
po3ainis: 3.2.S.4.1. Cneumdikauin Ta
3.2.S.4.2. AHaniTU4Hi METOAMKM Ha fitody
peyoBuHy Kanito xropvz 3a NokasHUKOM
skocTi "MikpobionoriyHa unctoTa"; 3miHm |
Tmny: 3MiHn 3 sikocTi. ADI. KoHTponb AdI.
3miHa y meTogax BunpobysaHHA AD| abo
BUXiQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTea AP| (He3HaYHiI 3MiHN Y
3aTBEpOKEHMX MeToAax BUNPOByBaHHS).
CynyTHs 3miHa: 3MiHu 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex
rOTOBOrO fikapcbKoro 3acoby (iHLwi 3miHn)- o
MaTepianis peecTpauiiHoro 4OCbE BHOCATLCSA
He3HaYHi 3MiHW Ta pefakLUinHi yTOYHEHHS, SKi
odhopmIieHi BignoBigHoO Ao pekomeHaauin 4dY
Ta €O Ha pjtovy pevosuHy Kanito xnopug, Ao
poaginie: 3.2.S.4.1. Cneuundikauis 3a Tectamu
«loeHTudikauis», «Hatpiny, 3.2.5.4.2.
AHaniTU4Hi MeToamkn 3a TecTammn
«laeHTundikauis», «Hatpiny, «bpomigny,
«KinbkicHe BU3HayeHHs»; 3MiHu | Tuny: 3miHn
3 gkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudgikadi Ta/abo
OONYyCTUMMUX MEX, BU3HAYEHUX Y
crneundikauisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y NpoLieci BUpobHuUTBa
A (BUNYyYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpvknag BUNYYeEHHs 3acTapinoro
nokasHuka)) - [lo po3ainis BXiGHOrO KOHTPOIHO
3.2.5.4.1. Cneundpikauisi Ta 3.2.5.4.2.
AHaniTMYHI METOOMKMN Ha filoMYy PEYOBUHY




[IpooBxKeHHs qoaaTka 3

y 6ricTepi; no 1, 2,
abo 4 Gnictepn y
KopobLi

€BponeWcbkin dhapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTudcpikaTta BianoBigHOCTi abo BUNyYEHHSI
cepTudikata BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADl; ons BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
ONs LOMOMIXKHOI pevyoBMHM (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
HoBun cepTudpikat Big BXXE 3aTBEPOXKEHONO
BMpobHMKa. MogaHHsA HOBOro cepTudikaTa
BiAMNoOBigHOCTI €Bponencekin dapmakonei Ne
RO-CEP 2020-375 - Rev 00 gans gito4oi
peyvoBuHM Pregabalin Big BXxe 3aTBEpa)KEHOro
Bupo6Huka TEVA PHARMACEUTICAL
INDUSTRIES LTD (3amiHa macTtep-canny
gitoyoi pevoBuHn 3636-EU-08.2019). 3MiHn |
Tuny - 3MiHn 3 skocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/MoHorpadii.
MoaaHHsa HoBoro abo oHoBNEHOro
cepTudcikaTa BignosigHOCTi abo BUNyYEHHS!
cepTudcpikaTa BignosigHocTi €Bponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMOMDKHOI peyqoBuHM (cepTudikaT
BigNoBigHOCTI €Bponerchkin hapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBepKEHOro BMpobHuKa. MNogaHHs
OHOBIEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbki dpapmakonei Ne RO-CEP 2020-
375 - Rev 01 ansa gitovoi peyoBuHu Pregabalin
Bif BXXe 3aTBepakeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD.
(Ispainb). Ak Hacnigok, 3MiHM B agpeci
BnacHuka CEP (3atBepmxeHo: API division, 5
Basel Street, Israel-4951033 Petach Tikva;
3anponoHoBaHo: 124 Dvora HaNevi'a Street
Israel-6944020, Tel Aviv-Jaffa). 3minu | Tuny -

3MiHu 3 sikocTi. API. KoHTponb A®I. 3miHa y

78
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Kanito xnopug BHECEHO 3MiHW, a caMe: TeCTU
«Bapiny, «Baxki meTanu» BUny4eHo Ha OCHOBI
BUMOT MOHOrpadii €BponencbKkoi hapmakonei
«Potassium chloride» Ta maTtepianis
BMpobHuka APl
132. | MPETABAJIH | kancynu TBepAi no TOB «TeBa YkpaiHa MJIBA XpBatcka XopsarTisa BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a - UA/13629/01/01
-TEBA 75 mr; no 14 kancyn Ykpaina» 4.0.0. 3MiHn | Tuny - 3MiHn 3 sKkocTi. CepTudikar peuernmom
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

MeTodax BunpobyeaHHsa APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETBCSA Y NpoLeci BUpobHMLTBa
A (iHWi 3miHM y MeToax BMNpobyBaHHS
(Bkntoyvaroun 3amiHy abo gonoBHeHHs) AP|
abo BUXigHOro/MPOMIXKHOrO NPOAYKTY)
[ofaBaHHs MeToAy BUNpobyBaHHS Ans
Bu3HayveHHs gomiwku NDBA (FX/MC) B gitouin
pevoBuHi Pregabalin. 3miHu | Tuny - 3miHun 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BuXigHOrO
maTepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci BUpobHMLTBa
ADI (iHwi 3MiHM y MmeTodax BUNpobyBaHHA
(BKntoYaoum 3amiHy abo gonoBHeHHs ) ADI
abo BUXigHOro/MPOMIXKHOrO MPOAYKTY)
[ofaBaHHs MeToAy BUNPOOyBaHHS Ans
BM3Ha4yeHHs gomiwok NDEA, NDMA (FX/MC)
B AitoMin peyvoBuHi Pregabalin

133.

NPErABAIIH
-TEBA

Kancynu Teepgi no
150 mr; no 14
kancyn y énicrepi;
no 1, 2, abo 4
Gnictepn y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA Xpsatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponelicbkin hbapmakonei/moHorpadii.
MopaHHa HoBoro abo OHOBNEHOro
cepTudcikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBigHOCTI €BpONenchbKin
dapmakonei: gna A®l; ons BUXigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
Ans AOMNOMiXHOI pevoBuHK (cepTuddikaT
BigNoBigHOCTI €Bponerchkin hapmakonei) -
HoBwuii cepTudikat Bif BXe 3aTBepaXeHoro
BMpo6GHWKa. MNogaHHs HoBOro cepTudikaTa
BigNoBigHOCTI €Bponelchkin chapmakonei Ne
RO-CEP 2020-375 - Rev 00 gns gito4doi
peyoBuHU Pregabalin Big BXe 3aTBEpAXeHOro
Bupo6Huka TEVA PHARMACEUTICAL
INDUSTRIES LTD (3amiHa mactep-daviny
aitoyoi pevoBuHn 3636-EU-08.2019). 3MiHu |
Tuny - 3MiHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHa HoBoro abo oHoBREHOro
cepTudikaTta BignoBigHOCTIi abo BUNYyYEHHS
cepTudpikaTa BignoBigHoCTi EBponenchkin
dapmakonei: gna A®l; ons BUXigHoro
marepiany/peareHTy/npOMiIKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI ADI;
Ans AONoMiXXHOI pevoBuHM (cepTuddikaT

3a
peuerimom

UA/13629/01/02
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBepAKEHOro BMpobHuKa. [MogaHHs
OHOBJEHOro cepTudpikarta BignNoOBIAHOCTI
€sponevicbkin dapmakonei Ne RO-CEP 2020-
375 - Rev 01 gns gitoyoi pevoBuHu Pregabalin
Bif, BXXe 3aTBepaXeHoro BMpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD.
(I3paink). Ak Hacnigok, 3mMiHn B agpeci
BnacHuka CEP (3aTtBepmpkeHo: API division, 5
Basel Street, Israel-4951033 Petach Tikva;
3anpornoHoBaHo: 124 Dvora HaNevi'a Street
Israel-6944020, Tel Aviv-Jaffa). 3minun | Tuny -
3miHu 3 gkocTi. A®Il. Kontponb A®I. 3miHa y
MeTodax BunpobyeaHHs APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NpoLeci BUpobHMLTBa
A (iHWi 3miHM y MeTofax BMNpobyBaHHS
(BKntoYaoum 3amiHy abo gonoBHeHHs) ADI
abo BMXigHOro/MpoMiXKHOro MPOAYKTY)
[ofaBaHHs MeToAy BUNpobyBaHHS Ans
BU3Ha4yeHHs gomiwkn NDBA (FX/MC) B gitouin
peyoBuHi Pregabalin. 3miHu | Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMiXXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci BUpobHMLTBa
ADI (iHWwi 3MiHM y MmeTodax BUNPoGyBaHHS
(Bkrtoyaroumn 3amiHy abo gonosHeHHs) ADI
abo BMXigHOro/MpoMiXKHOro NPOAYKTY)
[ofaBaHHs MeToAy BUNpoOyBaHHS Ans
BMU3Ha4yeHHs gomiwok NDEA, NDMA (FX/MC)
B Jitoyin peyoBuHi Pregabalin

134.

APEOHITON®

XupHa masb, 0,25%;
no10r, abo 30,
abo 50 ry Ty6i; no 1
Ty6i B KAPTOHHIN
nayui

TOB "MIBE
YKPAIHA"

YkpaiHa

Mibe Mmb6X
ApuHanmiTTenb

Himeyunna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | Tuny - 3MiHm 3 aKkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHa HoBoro abo OHOBNEHOrO
cepTucpikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudpikaTa BignoBigHOCTi EBponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI ADI;
Ans AOMOMDKHOI peyqoBuHM (cepTuddikaT
BigNOBigHOCTI EBponeiichki hapmakonei) -
OHoBneHun cepTudikaT Big yxe
3aTBepOKEHOro BUPOOHMKA - MoAaHHSA
OHOBIEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkii papmakonei Ne R1-CEP 2015-

3a
peuenmom

UA/10283/01/01
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

364-REV 00 (3aTBepmkeHo: RO-CEP 2015-
364-REV 01) ans A®I npegHikapbar Big Bxe
3aTBepakeHoro BupobHuka Newchem S.p.A.

135.

NPEAHITON®

kpeM, 0,25 %; no 10
r,abo 30r, abo 50 r
y Ty6i; no 1 1y6i B
KapTOHHIN navui

TOB «MIBE
YKPAIHA»

Ykpaina

Mibe MmbX
ApuHanmiTTens

Himevumna

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHm 3 sKkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€sponeicbkin hapmakonei/moHorpadii.
MopaHHa HoBoro abo oHoBREHOro
cepTuddikaTta BignoBigHOCTi abo BUNyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: gna ADI; onsa BUXigHOro
maTepiany/peareHTy/npoMiXKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
Ans AOMOMDKHOI peyvoBuHM (cepTudikaT
BiNoOBIigHOCTI €Bponeichkin tapmakonei) -
OHoBneHui ceptudikat Big yxe
3aTBEPAKEHOro BUPOOHMKA - MOAaHHSA
OHOBJEHOro cepTudpikarta BignNOBIAHOCTI
€sponevicbkin dpapmakonei Ne R1-CEP 2015-
364-REV 00 (3atBepmkeHo: RO-CEP 2015-
364-REV 01) ans A®I npegHikapbar Big Bxe
3aTBepakeHoro BMpobHuka Newchem S.p.A.

3a
peuenmom

UA/10283/03/01

136.

NPEOHITON®

ma3b 0,25 %; no 10
r,abo30r,abo50r
y Ty6i; no 1 Ty6i B
KapTOHHIN navui

TOB «MIBE
YKPAIHA»

YkpaiHa

Mibe TmeX
ApuHanmiTTeNnb

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHOBNEHOrO
cepTudikaTta BignoBiaHOCTi abo BUIyYEHHSsI
cepTudikaTta BignoBigHOCTI €BpONenchbKin
dapmakonei: gna A®l; ons BUxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMNOMiXHOI pevoBuHK (cepTuddikaT
BigNoBigHOCTI €Bponerchkin hapmakonei) -
OHoBneHun ceptudikaT Bif yxe
3aTBEpOKEHOro BUPOGHUMKA - MoAaHHS
OHOBIEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2015-
364-REV 00 (3atBepmkeHo: RO-CEP 2015-
364-REV 01) anst A®| npegHikapbar Big Bxe
3aTBepakeHoro BMpobHuka Newchem S.p.A.

3a
peuerimom

UA/10283/02/01

137.

MPIOPUKC™
| PRIORIX™
KOMBIHOBA
HA
BAKLIMHA
ans
MPO®INAKT
WKM KOPY,

niodpinizat gns
PO34MHy Anis
iH'ekuin; 1
MOHO030BUIN
c¢nakoH (1 gosa) 3
niodinizatom y
KOMMNIEKTI 3
PO34YMHHUKOM (BOZA

nakcoCmit
KnanH
Ekcnopt
Nimiten

Benuka
Bputanis

makcoCmiTKnsH

Bionogxikans C.A.

Benbrisa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3miHu | Trny - 3miHu 3 skocTi. API.
BupobHuuTBo. 3miHa po3mipy cepii

(Bkntovatoum gianasonu) APl abo npomixHoro

NpPOAYKTY, SIKUIA 3aCTOCOBYETLCH Y MPOLECI
BMpo6HMLUTBa ADI (36inbweHHs o 10 pasis
NMOPIBHSIHO i3 3aTBEPAXEHUM PO3MipOM)
36inbLieHHs obcsary Bunycky Mumps

3a
peuenmom

UA/13694/01/01
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

EMNIAEMIYHO
ro
NAPOTUTY
TA
KPACHYXU

ans iH'ekyin) y
nonepegHb0o
HanoBHEHOMY
wnpuvui Ta ggoma
rornikamu B KapTOHHIl
kopo6ui; 100
MOHOZ030BUX (1
A03a) nakoHis 3
nioginizatom y
KOMMNIEKT 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) B
amnynax Ne 100 B
oKpeMin ynakosLy; 1
MynbTUA030BUIN
cdnakoH (2 nosun) 3
niodinizatom y
KOMMNIEKTI 3
PO34YNHHUKOM (BOAa
ans iH'ekuin) B
amnyni; no 100 wTyk
cbnakoHiB Ta amnyn
B OKpeMux kopobkax

monovalent bulk drug substance 3 120
nnawok Ao 160 nnawok Ha AinsaHui
GlaxoSmithKline Biologicals S.A., Marburg.

138.

NPOTEKOH
DACT®

TabneTkn, BKPUTI
NniBKOBOO
obonoHkoto Ne 30:
no 10 Tabnetok y
6nicTepi; no 3
6nictepn y nayui 3
kapToHy; Ne 60: no
10 TabneTok y
Gnictepi; no 6
GnicTepiB y nayui 3
kapToHy; Ne 90: no
10 Tabnetok y
6nicTepi; no 3
Gnictepu y nayui 3
KapTOHy; No 3 nayku
y nauvui 3 KapToHy;
no 30, 60 a6o 90
Tabnetok y
KOHTelHepi; no 1
KOHTEeWHepy Yy nauui
3 KapTOHY

OPrAHOCH

H
NAVSCAEH
CU3 (E®
3ET)

OAE

EBepTompxkeH Jand
CaeHcus Jlimiten

IHgia

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6esnekn 3aCTocyBaHHS NMikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pes3ynbTaT OUiHKK 3BiTY 3 JOCNIAKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OpraHom).
3MiHu BHeceHo A0 IHCTpyKLii Ans MeauyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaat” BignoBigHO 40 OHOBMEHOI
iHcpopMmalii 3 6e3nekn 3acTocyBaHHs Aitoyol
peyoBUHW. BBeaeHHs 3MiH NpoTarom 6-tu
MicsaUiB nicns 3aTBepXeHHs. 3MiHu | Tuny -
3miHu wopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHm). BHeceHo
pedakTopchbKi NpaBku Ao IHCTpyKUii Ans
MEMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby

3a
peuenmom

He
nidnsicae

UA/15396/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
po po3sainis "lMpoTunokasaHHa", "B3aemogis 3
iHLWMMK nikapcbkumy 3acobamu Ta iHLWi BUan
B3aemogin", "3actocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaate”, "MoGiyHi
peakuii”, a Takox B po3gin "MobiuHi peakuii”
BHECEHO iH(bopMaLito LWoA0 BaXKIMBOCTI
3BiTyBaHHs Npo NobivHi peakuii.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEpPOKEHHS
139. | MCOTPION® rene, 50 mkr/r/0,5 TOB «MIBE YkpaiHa Mibe MmB6X HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/19635/01/01
mr/r; o 30ry YKPATHA» ApuHanmiTTens TexHiyHa nomurka (3rigHo Haka3y MOS Big peuenmom
bnakoHi 3 23.07.2015 Ne 460)
KpanenbHUM BunpaBneHo TeXHIYHY NOMUIKY B iIHCTPYKLUT
[03aTopom Ta AN MeQUYHOro 3acTOCyBaHHS NiKapCbKoro
KPULLKOHO, LLO 3acoby, a came y Ha3Bi po3giny:
3arByHYyeThCS; No 1 3aTtBepaxeHo: Micue3HaxogKeHHs! BUpOOHMKa
dnakoHy y nauui Ta ¥ioro agpeca micusi MPOBaKeHHS Noro
LiSANbHOCTI.
3anponoHoBaHo: Micue3HaxomKeHHs
BUPOOHMKa Ta agpeca Micusi NPOBaKEHHS
0ro AisnbHOCTI.
3a3HaueHe BMNpaBneHHs Bignosigae
martepianamM peecTpaLiiHoro JOchbe.
140. | NYNbMIKOPT | nopowok ans AcTtpa3eHek LBeuis BUIOTOBJIEHHS, LBeuis BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/5552/02/02
TYPBYXAIE iHransauin, 200 a Ab HanOBHEHHS, 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMI peuenmom
P MkKr/oo3a; no 100 KOHTPOIb SIKOCTI, nikapcbkuii 3aci6. KoHTpornb rotoBoro
003 y NNacTUKoBOMY MapKyBaHHS, nikapcbkoro 3acoby (iHwi 3MiHKn) - OHOBNEHHS!
iHrangaTopi; no 1 BTOPUHHE BXE 3aTBEPAXXEHUX METOAIB KOHTPOIIO SKOCTI
iHranaTopy y nakyBaHHs Ta nikapcbkoro 3acoby, a came: BUKNageHHs
KapTOHHiI kopobui BUMYCK cepii: TEKCTY AepXXaBHOK MOBOIO 3rigHO Cy4acHMX
Actpa3eHeka AB, BUMOT 3 BHECEHHSIM KOPEKTOPCLKMX NMPaBOK
LLBeuis BiNOBIQHO 4O OpUriHaNbHUX JOKYMEHTIB.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpPOKEHHS
141. | NYNbMIKOPT | nopotuok gns Actpa3eHek LLsewis BUrOTOBIIEHHSA, LLseuis BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3a - UA/5552/02/01
TYPBYXAIE iHransauin, 100 a Ab HanoBHEHHS, 3MiHu | Tuny - 3MiHn 3 sikocTi. FoToBWMIA peuenmom
P MKr/oo3a; no 200 KOHTPOIb SIKOCTI, nikapcbkuii 3aci6. KoHTpornb rotoBoro
003 y NNacTMKoBOMY MapKyBaHHS, nikapcbkoro 3acoby (iHwi 3MiHN) - OHOBNEHHS
iHransTopi; no 1 BTOPUHHE BXe 3aTBepKEHUX METOAIB KOHTPOSO SKOCTI
iHransTopy y nakyBaHHs Ta nikapcbkoro 3acoby, a came: BUKNageHHs
KapTOHHIl kopoOLi BUMYCK Cepii: TEKCTY AeP>KaBHOK MOBOHO 3riJHO Cy4YacHMX
Actpa3eHeka AB, BMMOT 3 BHECEHHSIM KOPEKTOPCBKMX NMPaBoK
LBeuis BiMNOBIOHO 4O OpUriHaNbHUX JOKYMEHTIB.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS
142. | NYMMNAH® Kpanni opanbHi, no TOB YkpaiHa Pixapp bittHep Al ABCTpis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/1973/02/01
20 mn abo 50 mn, «MEPPITO 3MiHa 3aaBHuka J13 (MIBI) (BnacHuka peuenma
abo 100 mny YKPAIHA» peecTpaLinHOro NocBiAYeHHs ) (3rigHO Hakasy

drakoHax-

MOS3 Big 23.07.2015 Ne 460). BBeaeHHsi 3miH




84

[IpooBxKeHHs qoaaTka 3

Ymosu Peknam

Homep

Ne
n/n

Haszea

JliKapCcbKO20

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina

3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPOXKEHHS;

aidnycky y8aHHSsT*

peecmpayiliHo2o
noceio4yeHHs1

KpanenbHUuAaX; no 1

dnakoHy y
KapTOHHIN ynakoBLj

3MiHu | TUny - 3MiHK Woao
6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHu [0 y3aranbHeHWX OaHnX
npo cuctemy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT
ocobwu, BignoBiganbHoi 3a 3A4iNCHEHHS
chapmakoHarnsgy; KOHTakTHoOi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, KO BOHA
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsgy (BKIoYayy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-canna
cuctemun chapmakoHarnagy) - 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignosiganbHoOI 3a hapmakoHarnsag. Litoya
pegaakuisi: George Nicolas. NMponoHoBaHa
pepakuisi: PapuHeub OkcaHa MakcumiBHa.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI
ocobu 3asBHMKA, BiANoBiganbHOI 3a
chapmakoHarnsg

3a -

UA/16689/01/01

143.

PAMINPUN-
TEBA

Tabnetku no 2,5 mr;
no 10 Tabnetok y

6nictepi, no 3 abo 6
GnicTepi y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'm6X,
HimeuunHa
(BupobHuuTteo
Hepo3adacoBaHOro
NpoAyKTY, A03BiN Ha

BUNYCK cepii;
MepBWHHA Ta
BTOPVHHA YNaKoBKa,
KOHTPOIb SKOCTI)

Himeyunna

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MiHn | TUny - 3MiHu 3 sikocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHa HoBoro abo OHOBNEHOro
cepTuddikaTta BianoBiaHOCTi abo BUIyYEHHSsI
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna A®l; ons BUxigHoro
matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMNOMiXHOI pevoBuHK (cepTuddikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBeppKeHoro BUpobHuka. MogaHHA
OHOBIEHOro cepTudikaTa BignoBiAHOCTI
€sponevicbki dpapmakonei Ne R1-CEP 2003-
050 - Rev 08 (3aTBepaxeHo: R1-CEP 2003-
050 - Rev 07) ans A®| paminpuny Big Bxe
3aTBepakeHoro BupobHuka Dr. Reddy's
Laboratories Limited, IHgisi. 3miHu | Tuny -
3miHu 3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudpikaT BignoBiaHOCTI EBponenchbKil
dapmakonei/MoHorpadii. MoaaHHs HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI

peuerimom

€Bponevicbkint bapmakonei: ana A®l; ans
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMKHOI peYOBUHM
(cepTudcpikat BignoBigHOCTI €BponeichbKii
dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepaxeHoro BupobHuka. MogaHHs
OHOBJEHOro cepTudikarta BignNoOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2003-
050 - Rev 09 gnsa A®Il paminpuny Big BXxe
3aTBepakeHoro BMpobHuka Dr. Reddy's
Laboratories Limited, IHgis.

144,

PAMINPUN-
TEBA

Tabnetku no 5 mr;
no 10 Tabnetok y
6nictepi, no 3 abo 6
GnicTepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'm6X,
HimeyunHa
(BupobHuuTteo
Hepo3dacoBaHoro
npoaykTy, AO3BIN Ha
BMNYCK cepii;
[NepBuHHa Ta
BTOPWHHA yNaKkoBKa,
KOHTPOb SKOCTI)

Himeyunna

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoOBNEHOro
cepTudikarta BignoBigHOCTi abo BUIyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
matepiany/peareHTy/npOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTbCS Y BUPOBHMUTBI AdI;
ONs LOMOMIXKHOI pevyoBMHM (cepTudikat
Bi4NoBIigHOCTI €Bponenchkin dapmakonei) -
OHoBneHui ceptudikat Big yxe
3aTBEpKEHOr0 BMpOOHUKa. [MogaHHs
OHOBIEHOro cepTudikaTa BignoBiAHOCTI
€sponevicbki dpapmakonei Ne R1-CEP 2003-
050 - Rev 08 (3aTBepaxeHo: R1-CEP 2003-
050 - Rev 07) ans A®| paminpuny Bif Bxe
3aTBepakeHoro BupobHuka Dr. Reddy's
Laboratories Limited, IHgis. 3minum | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBiaHoOCTI EBponenchKil
dapmakonei/MmoHorpadii. MogaHHsa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOIo
NpOoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; ANs AONOMIDKHOI peYOBUHM
(cepTudcpikat BignoBigHOCTI €Bponeichbkii
apmakonei) - OHoBNeHu cepTudikat Big
yXe 3aTBepaxeHoro BupobHuka. MoaaHHs
OHOBJIEHOro cepTudikaTta BiaAnoBIgHOCTI
€sponevicbki dpapmakonei Ne R1-CEP 2003-
050 - Rev 09 ansa A®l paminpuny Big BXxe
3aTBepakeHoro BMpobHuka Dr. Reddy's
Laboratories Limited, IHais.

3a
peuerimom

UA/16689/01/02

145.

PAMINPUN-

Tabnetku no 10 wmr;

TOB «TeBa

YkpaiHa

Mepkne M'mbX,

Himeyunna

BHECEHHS 3MiH 0 peecTpauiHMX maTtepianis:

3a

UA/16689/01/03
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

TEBA

no 10 Tabnetok y
GnicTepi, no 3 abo 6
GnicTepiB y kopobui

YkpaiHa»

HimeyuunHa
(BnpobHuLTBO
Hepo3dacoBaHOro
NpoAYyKTY, A03BiN Ha
BUNYCK cepii;
[NepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTPOIb SKOCTI)

3MiHu | TUny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBnEHOro
cepTucpikaTta BiaNoBIigHOCTI a6o BUNYYEHHSI
cepTuddikaTta BignoBigHOCTI €Bponenchbkii
dapmakonei: gna APl; ons BUxigHoro
matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
0N LOMOMIXKHOI pevyoBUHM (cepTudikat
Bi4NOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBneHui ceptudikat Big yxe
3aTBEpKEHOro BMpOOHUKa. [MogaHHs
OHOBIEHOro cepTudikaTa BignNOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2003-
050 - Rev 08 (3atBepmxeHo: R1-CEP 2003-
050 - Rev 07) ans A®| paminpuny Bia Bxe
3aTBepakeHoro BMpobHuka Dr. Reddy's
Laboratories Limited, IHgisi. 3miHu | Tuny -
3miHn 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNenchbKin
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBRneHoro ceptudikaTta BiANOBIQHOCTI
abo BuNy4eHHs ceptudpikata BignosigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOIo
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; AnNs AONOMIDKHOI peYOBUHM
(cepTudpikat BignoBigHOCTI €BponechbKii
apmakonei) - OHoBNeHu cepTudikat Big
yXe 3aTBepAeHoro BupobHuka. MoaaHHs
OHOBIEHOro cepTudikaTa BignoBiAHOCTI
€sponevicbki papmakonei Ne R1-CEP 2003-
050 - Rev 09 ana A®l paminpuny Big BXe
3aTBepakeHoro BMpobHuka Dr. Reddy's
Laboratories Limited, IHAis.

peuyerimom

146.

PEBIBAN®

Kancynm
racTpoOpPEe3UCTEHTHI
TBepai no 30 mr; no
10 kancyny
6nictepi; no 3, 6 abo
9 GnictepiB y
KopoOGLi

Mepnokemi
nTa

Kinp

BMPOGHMLUTBO
roTOBOro
nikapcbkoro 3acoby,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
Mepokemi 1T}
(UeHTpanbHui
3asog), Kinp
BMPOGHMLUTBO
roToBOro
nikapcbkoro 3acooy,
nepBUHHE Ta
BTOPUHHE

Kinp

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/eekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW).
3MiHN BHECEHO Y TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBKN CTOCOBHO
AaTv BUpoOHULTBA, AaTh TEPMiHy
npuaaTHOCTI, HOMepy cepii Ta Homepy
peecTpauinHoro nocsigvyeHHs BBeaeHHs 3miH
NpOTArom 3-X MicAUiB NIiCns 3aTBEPAXEHHS.
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BM nikapcbkoro 3acoby. 3miHa Hassm 3.
3aTBepaxeHo: PEBIBAJL. 3anponoHoBaHo:

3a
peuenmom

He
nidnseae

UA/17932/01/01




87 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs: PEBIBAN®
Mepokemi 1T} BBeaeHHs 3miH npoTArom 3-x micsauiB nicnsa
(3aBog AZ), Kinp 3aTBEPOKEHHS.
147. | PEBIBAN® Kancynm Mepokemi Kinp BMPOBHMLTBO Kinp BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/17932/01/02
racTPOPEe3nCTEHTHI nTa roToBOro 3MiHM | TURy - 3MiHK Wwoao peuenmom | niidnseae
TBepAi no 60 wmr; no nikapcbkoro 3acooy, 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
10 kancyn'y KOHTPOIb SKOCTI, (iHLWi 3MiHW).
6nictepi; no 3, 6 abo BUWMYCK Cepii: 3MiHV BHECEHO Y TEKCT MapKyBaHHS
9 GnicTepiB y Megokemi T NEepPBUHHOI Ta BTOPUHHOI YNaKOBKN CTOCOBHO
KopobLi (LleHTpanbHui natv BupobHuuTBa, 4atn TepMiHy
3asog), Kinp npuaaTHOCTI, HOMepy cepii Ta Homepy
BUPOBHMLUTBO peecTpauiiHoro Noceia4yeHHs BeeaeHHsA 3miH
roToBOro NpoTArom 3-X MicAUiB NIiCrs 3aTBEPAXEHHS.
nikapcbkoro 3acoby, 3Mminu | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
nepBUHHE Ta Haz3BW fnikapcbkoro 3acoby. 3miHa Hasewm [T13.
BTOPUHHE 3arteepoxeHo: PEBIBAJIL. 3anponoHoBaHo:
nakyBaHHs: PEBIBAN®
Mepokemi JIT[] BBeaeHHs 3miH npoTarom 3-x MicauiB nicnsa
(3aBog AZ), Kinp 3aTBEPOXKEHHS.
148. | PEKCETUH® TabneTkn, BKpUTI BAT YropwuHa BAT "legeoH YropwuHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/3911/01/02
NNiBKOBOK "lepeoH Pixtep" 3MiHu | TUny - 3MiHKM Wwoao peuenmom nionsieae
obonoHkoto, no 20 PixTep" be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
mr; no 10 TabneTtok (iHWi 3miHW). 3MiHM BHECEHO [0 IHCTPYKUii Ansi
y 6nicTepi; no 3 MeONYHOro 3aCToCyBaHHs NikapcbKoro 3acoby
Gnictepu B y posginu: "B3aemogis 3 iHLMMK nikapCbKumum
KapTOHHIl ynakoBuj 3acobamu Ta iHWi Buan B3aemopain",
"OcobnueocTi 3acTocyBaHHSA" BiANoBiAHO A0
OHOBJIEHOI iHGhopMmalii 3 6e3neku aitoyoi
peyoBuHW. BBeaeHHst 3MiH npoTarom 6-Tn
MicauUiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu). 3MiHM BHeceHO
00 IHCTPYKUii ANS MeAWYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ain "OcobnusocTi
3acToCcyBaHHA" BigNoBiOHO 4O OHOBIEHOI
iHpopmalLii 3 6e3neku Aito4oi peYoBUHM.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW). 3MiHKM BHECEHO A0 IHCTPYKUiT Ans
MEeOUYHOro 3aCTOCYBaHHs NiKapCbKoro 3acoby
y po3ain "Mo6ivHi peakuii" WwWoao BaXXnMBOCTI
3BiTyBaHHsA Npo NobiuHi peakuii. BBeaeHHs
3MiH NpoTSArom 6-Tu MicsyiB nicns
3aTBEPKEHHS.
149. | PUBABIPUH- | kancynu TBepai no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/10004/01/01
DAPMEKC 200 mr; no 10 "OAPMEKC reyn" 3MiHu | TUnYy - 3MiHK Woao peuenmom nionsizae
Kancyn y 6nictepi, rePym" 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.

no 3 abo 6 bricTtepis

3MiHa y KOpPOTKiVi XapakTepucTuL, NikapCbKoro




88 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
y nayui 3 KapToHy 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeOU4YHOro 3aCToCyBaHHsI Ha nigcTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
nicnapeecTpauiiHuin nepioa, abo sk
pe3ynbTaT OUiHKK 3BiTY 3 LOCHIOKEHD,
NpoBeAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OpraHom).
3MiHV BHECEHO B iHCTPYKLUIiO A11s1 MEAUYHOro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdopMauii woao 6e3nekn 3acTocyBaHHS
Li0401 PeYOBMHU 3rigHO 3 pekoMeHaauie
PRAC. TepmiH BBeAEHHS 3MiH NpoTArom 6
MicsaUiB Nicnsa 3aTBepAXeHHsA
150. | PUBOKCUH- PO34MH ANS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a He UA/6209/01/01
OAPHUUA 20 mr/mn, no 5 mn B "®apmaueBT "®apmaueBTNYHa 3MiHu | TUny - 3MiHK Woao peuenmom nidnsieae
amnyni; no 5 amnyn nyHa dipma cipma "dapHuua” Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
Y KOHTYPHIl "OapHuus" (iHWi 3MiHK) - 3MiHM BHECEHI B TEKCT
YapyHKOBIN MapKyBaHHS yMakoBKM MiKapCbKoro 3acoby
ynakosLi; no 2 OO0 BUITYyYEHHS iHdbopMaLlii, BUKNageHoi
KOHTYPHI YapyHKOBI POCICbKOI0 MOBOIO, Ta 3a3HadYeHHs QR-kopay y
yMakoBKM y navi; no n. 17 IHWE BTOPWHHOI yNakoBKu MikapcbKoro
10 mn B amnyni; no 3acoby. BBeaeHHsi 3MiH npoTsrom 6-Tu micsauis
5 amnyn y KOHTYpHin nicns 3aTBepAXeHHs
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YMaKoBKM y nayui
151. | PULUMHOBA onisi opanbHa no 30 MPAT YkpaiHa BignosiganbHWM 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 6es He UA/9198/01/01
onisa rabono100ry "®ITOPAPM BUPOGHMLTBO, 3MiHu | TUNY - AgMiHiCTpaTuBHI 3miHW. 3MiHa peuenma nidnsizae
dnakoHax " nepBUHHE HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
nakyBaHHs, (BNacHuka peecTpauiiHoro NocBia4YeHHS)
KOHTPOrb SIKOCTi Ta 3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
BUNYCK cepii: npoTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHS
MPAT
"OITOPAPM",
YkpaiHa
BignoBiganbHUN 3a
BUPOGHULTBO,
NepBUHHE

nakyBaHHs Ta
KOHTPOMb SKOCTi:

TOB "dapma
Yepkac", YkpaiHa
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
152. | CEOA®ITOH Kpanni opanbHi; no MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 6e3 nidnsicae UA/18257/01/01
® 50 mn y donakoHax "®ITOPAPM 3MiHN | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma
CKNAHMX Ta " HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKA
nonimMepHux, 3 (BrnacHuka peecTpaLiiHoro NocBig4YeHHs)
npobkamu- 3MiHa agpecu 3asiBHuKa. BBegeHHs 3MiH
KpanenbHULSIMA, npoTArom 6-Tu MicsiLiB Nicnsi 3aTBepaKeHHS
KpULKaMm
noniMepH1Mm 3
KOHTpOMeM nepLLoro
BigKpuTTA, Mo 1
dnakoHy B nayui
153. | CETErnMC® Tabnetku no 1 mr; 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/4608/01/01
no 10 Tabnetok y dapmanesT dapmaueBTUYHUIA 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat peuenmom
6nictepi; no 3 WYHUI 3aBOA 3aBog ElC BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
Gnictepu B kOpoOLj EriC €BponeWcbkin dhapmakonei/MoHorpadii.
3MiHW, NoB'sA3aHi 3 HEOOXiAHICTIO NpUBEAEHHS
y BiANOBIgHICTb A0 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHLWoi
HauioHanbHoi hapmakonei gepxasun €C
(3miHa y cneumdikauii HedbapmakonenHoro
A®I onsa npuBedeHHs y BioNOBIOHICTb A0
Bumor [J®Y abo €eponelicbkoi dhapmakonei,
abo iHWoI HauioHanbHOI dhapmakonei
nepxasu €C) - A®l. 3miHn BHOCATbLCA A0
MaTepianis peecTpauiiHoro OCbe Yy 3B’53KY i3
npuseaeHHAM crneundikauii A®I TepasosuHy
rigpoxnopuay gurigpaTy y BiANoBiAHICTb A0
BMMOr MoHorpadii Terazosin hydrochloride
dihydrate €®.
154. | CETETr'nC® Tabnetkv no 2 mr, 3AT YropuuHa 3AT YropwuHa BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/4608/01/02
no 10 Tabnetok y dPapmaueBT dapmMaLeBTUYHWIA 3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar peuernmom
Gnictepi; no 3 WYHUI 3aBOA 3aBog ElC BignosigHocTi/E-cepTudikaT BiANOBIigHOCTI
Gnictepn B kKopobui ErIC €Bponelicbkiit hapmakonei/MoHorpadii.
3MiHK, NoB'sA3aHi 3 HeOOXiAHICTIO NPYBEOEHHS!
y BiANOBIgHICTb A0 MoHorpadii APY abo
€Bponelicbkoi thapmakonei, abo iHwoi
HauioHanbHoi hbapmakonei aepxasu €C
(3miHa y cneumndikauii HedapmakonenHoro
A®I ona npuBedeHHs y BIANOBIAHICTb A0
BuMor ®Y abo €Bponeiicbkoi hapmakonei,
abo iHWoi HauioHanbHOI dhapmakonei
aepxasu €C) - A®I. 3miHM BHOCATbCS 40
MaTepianis peecTpauiiHoro OCbe Yy 3B’53KY i3
npuseaeHHAM crneundikadii A®I TepasosuHy
rigpoxnopuay gurigpaTy y BiANoOBiAHICTb A0
BUMOr MoHorpadii Terazosin hydrochloride
dihydrate €®.
155. | CETEr'MC® TabneTkun no 5 mr, 3AT YropuuHa 3AT YropwuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a - UA/4608/01/03
no 10 Tabnetok y PapmaueBT PapmMaLeBTUYHWIA 3MiHu | TMny - 3MiHm 3 gkocTi. CepTudikar peuyenmom
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepi; no 3
Gnictepu B Kopobui

VYHUI 3aBOS,
ErIC

3aBog ElNC

BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€sponeicbkin hapmakonei/moHorpadii.
3MiHW, NoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BiAnNoBigHicTb 40 MoHorpadii AdPY abo
€sponelicbkoi hapmakonei, abo iHwof
HauioHanbHoi hapmakonei gepxasn €C
(3miHa y cneumdikauii HedhapmakonenHoro
A®I onsa npuBeaeHHs y BiANOBIAHICTb A0
Bumor [J®Y abo €sponelicbkoi hapmakonei,
abo iHLWOI HauioHanbHoI hapMakonei
aepxasu €C) - A®Il. 3miHn BHOCATLCA A0
MaTepianis peecTpauiiHoro JoCke Yy 3B’s3KY i3
npvBeaeHHaM crneuundikauii APl TepaszosnHy
rigpoxnopuay gurigpaTy y BiANoBiAHICTb A0
BUMor moHorpadii Terazosin hydrochloride
dihydrate €9.

156.

CETEMCc®

Tabnetkun no 10 wr;
no 10 Tabnetok y
Gnictepi; no 3
6nictepu B kOpobLi

3AT
dapmanesT
MYHWUI 3aBOf,

EriC

YropwuHa

3AT
dapmaueBTUYHUIA
3aBog ElC

YropwwmHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBIigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
3MiHW, NoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
Y BiAnNoBigHicTb 40 MoHorpadii AdPY abo
€Bponelcbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasun €C
(3MiHa y cneuundikaLii HedhapmakoneHoro
A®I ona npuBeaeHHs y BiANOBIAHICTb A0
BuMor A®Y abo €Bponeiicbkoi hapmakonei,
abo iHWoi HauioHanbHOi dhapmakonei
aepxasu €C) - A®I. 3miHM BHOCATLCS A0
MaTepianis peecTpauiiHoro OCbe Yy 3B’53KY i3
npvBeaeHHAM cneuudikauii APl TepaszosnHy
rigpoxnopuay gurigpaTy y BiANOBiAHICTb A0
BMMoOr MoHorpadii Terazosin hydrochloride
dihydrate €0.

3a
peuerimom

UA/4608/01/04

157.

CIO®OP®
1000

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 1000
mr; no 15 Tabnetok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHiI kopobLyi

JTabopaTopi
FipoTTi
C.n.A.

ITanis

BupobHuuTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepii: MeHapiHi-PoH
XewnpeH M'm6X,
HimeuuuHa;
MNepBuHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTPOMb Ta BUMYCK
cepii: BEPJTIH-XEMI
AT, HimeuunHa;
BupobHuTBO "in

Himeuuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/ecekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHs Ta iHCTpYyKLUii Ansi
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauiiHui nepioa, abo sk
pes3ynbTarT OUiHKW 3BiTY 3 OCNIMKEHb,
NpoBeAeHWX BiANoBIiAHO A0 nnaHy
nepiaTpuyHux gocnimpkers (PIP) (3miHy
Y3roAXXeHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiH1 BHECEHO B IHCTpYKLto Anst

3a
peuerimom

He
nidnsicae

UA/3734/01/01
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb cepil:
OpareHodhapm
Anotekep Mown
'M6X, HimevumHa;
Bupo6HuLTBO "in
bulk" Ta KOHTpONb
cepii: BEPJTIH-XEMI
Al', Hime4uuunHa;
[NepBuHHE Ta
BTOPUHHE
nakyBaHHsi: CBICC
KAMNC Mv6X,
HimeuumnHa;
KoHTponb cepii: KAlN
JTabopaTtopieH O-p
Ppevitar TM6X,
HimeuumHa; AJ1IC
Yecbka Pecnybnika,
C.p.0., Yecbka
Pecny6bnika; AJIC
Yecbka Pecnybnika,
C.p.0., Yecbka
Pecnybnika

MeONYHOro 3aCToCyBaHHS NikapcbKoro 3acoby
0o po3ginis "OcobnmBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT

iH(opMauii woao 6e3nekn 3acTocyBaHHSA
Lit0Y0i pevyoBMHM

158.

CIO®OP®
500

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 500
mr; no 10 TabneTok
y bnicTepi; no 6
Gnictepis y
KapTOHHiI kopobui

BEPIIH-
XEMI Al

HimeuvuuH
a

MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPOMb Ta BUNYCK
cepii: BEPJTIH-XEMI
Al', HimeyuunHa;
BupobHuuTBo "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOrb Cepin:
MeHapini-®oH
XewnpeH Mm6X,
HimeuuuHa;
BupobHuuteo "in
bulk" Ta kOHTpOnb
cepivi: BEPJIIH-
XEMI AT,
HimeuuuHa;
KoHTponb cepiit:
AJIC Yecbka
Pecny6nika c.p.o.,
Yecbka Pecny6nika;

Himeuumnna/
Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3nekn 3aCTocyBaHHS MikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pes3ynbTart OUiHKM 3BiTY 3 OCNIOKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy
nepgiaTpuyHmx gocnimkeHs (PIP) (3miHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHN BHECEHO B IHCTPYKLito And
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby
0o po3ginis "OcobnmeocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHpopmaLlii Wwoao 6e3neku 3acTocyBaHHS
Lit0Y0i pevyoBMHN

3a
peuerimom

He
nidnsicae

UA/3734/01/02
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KoHTponb cepini:
AJ1C Yecbka
Pecny6nika c.p.o.,
Yecbka Pecnybnika
159. | CIO®OP® TabneTku, BKPUTI BEPIIH- HimeuumnH lMepBuHHE Ta Himeuumna/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/3734/01/03
850 NniBKOBOK XEMI Al a BTOPUHHE Yecbka 3MiHu | TUny - 3MiHK Wwoao peuenmom nionsieae
o6onoHkoto, no 850 nakyBaHHs, Pecny6nika 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
mr; no 15 Tabnetok KOHTPOIb Ta BUMYCK 3MiHa y KOpOTKili XapakTepucTuLi nikapcbKkoro
y bnicTepi; no 4 cepii: BEPJTIH-XEMI 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
Gnictepn y AT, HimeuunHa; MeAMYHOro 3acTocyBaHHS Ha niacTasi
KapTOHHiI kopobui Brpo6bHuuTBO "in perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
bulk" Ta KOHTpONb nikapcbkoro 3acoby, abo gocnigpkeHo 3
cepin: BEPJ1IH- 6e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
XEMI AT, nicnspeecTpauinHnii nepioa, abo Ak
HimeuuuHa; pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
OpareHodapm npoBefeHnx BiANOBIAHO 4O NnaHy
Anotekep Mowwn nepiaTpuynHmx gocnimkers (PIP) (3miHy
'mM6X, HimeuumHa; Y3rog>KeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
BUPOGHMLTBO "in opraHom) - 3MiHV BHeceHo B |HCTpykKuito ans
bulk", nepBuHHe Ta MEeOUYHOro 3aCTOCYBaHHS! NiKapCbKoro 3acoby
BTOPUHHE 0o posginie "OcobnmeocTi 3acTocyBaHHs",
nakyBaHH4, "Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
KOHTPOMb Cepiii: iHdpopmaulii Wwoao 6esnekn 3acTocyBaHHSA
MeHapiHi-PoH [itoy0l peyoBUHMN.
XewpeH Mm6X,
HimeuuuHa;
KoHTponb cepiit:
AJIC Yecbka
Pecny6nika c.p.o.,
Yecbka Pecny6nika;
KoHTponb cepiit:
AJIC Yecbka
Pecny6bnika c.p.o.,
Yecbka Pecnybnika
160. | CIPYAHA Ma3b 33 % no40ry MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: bes nidnsizae UA/8061/01/01
MA3b Ty6ax "®ITOPAPM 3MiHu | TUNY - AgMiHiCTpaTuBHI 3miHW. 3MiHa peuenma
MNPOCTA " HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
(BNacHuka peecTpauinHoro NocBiAYeHHS)
3MiHa agpecwu 3asiBHWKa. BBegeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicns 3aTBepAKEHHS
161. | CKWMUWAAPH | ma3sb no 30 ry Tybax MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes nidnsizae UA/8177/01/01
A MA3b "®ITOPAPM 3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
" HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpaLiiHoro nNocBig4YeHHs)
3MiHa agpecu 3asiBHWKa. BBegeHHs 3MiH
NpoTArom 6-TM MicALIB Micnsi 3aTBEpPAYKEHHS
162. | COBIKOMBI Tabnetku, 10 mr/10 KPKA, o.4., CnoBeHis BUPOOBHMLTBO "in CnoBeHis/ BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/14880/01/02
mr, no 10 TabneTtok HoBo mecTto bulk", nepsuHHe Ta HimeuuunHa 3minu | TUny - 3miHn Wwoao peuenmom nionsieae

y 6nicTepi, no 3 abo

BTOPUHHE

6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 6, abo no 9 nakyBaHHs, 3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
6nictepiB y KOHTPOIb Ta BUMYCK 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
KapTOHHIl kopobui cepin: MeAMYHOro 3acToCcyBaHHS Ha niacrasi
KPKA, a.a., Hoso perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3nekn
mecTo, CrnoBeHisi nikapcbkoro 3acoby, abo gocnigkeHb 3
nepBUHHE Ta 6e3nekn 3acTocyBaHHSs nikapcbKoro 3acoby B
BTOPUHHE nicnapeecTpauiiHuin nepioa, abo sk
nakyBaHHS, BUMYCK pe3ynbTar OUiHKK 3BiTY 3 OCNIOKEHb,
cepin: npoBefeHnx BigNoBiAHO 4O NnaHy
TAL ®apma 'M6X, negiatpuyHmnx gocnigxeHns (PIP) (iHWi 3miHn)
Himeuunna 3MiHU BHECEHO A0 IHCTPYKUIii AN MeANYHOro
KOHTPOSb Cepint: 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
KPKA, a.4., Hoso "MNepenosyBaHHS" BIANOBIAHO 4O OHOBMEHOI
mecTto, CrnoBeHis iHcpopmalii 3 6e3nekn 3acTocyBaHHs
TAL d®apma 'M6X, nikapcbkoro 3acoby. BBegeHHs1 3MiH NpoTsrom
Himeuyunna 6-TV MicsaLiB NicNs 3aTBEPOXKEHHS
KoHTponb
MikpoGionoriyHoi
4ncToTH cepii (y
BUMaKy KOHTPOIO
cepii TALL ®apma
'M6X):
Jlabop J1C CE & Ko.
KI', HimewdumHa
163. | COBIKOMBI Tabnetku, 5 mr/10 KPKA, a.4., CnogBeHisi BUPOGHMLUTBO "in CnogeHisi/ BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3a He UA/14879/01/01
mr, no 10 TabneTok HoBo mecTO bulk", nepBuHHe Ta HimeuunHa 3MiHn | TMny - 3MiHK Woao peuenmom nidnseae

y bnicTepi, no 3 abo
no 6, abo no 9
Gnictepis y
KapTOHHiI kopobui

BTOPVHHE
nakyBaHHs,
KOHTPOSb Ta BUNYCK
cepint:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepint:

TAL ®apma M'mbX,
HimeyunHa
KOHTPOIb cepin:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis
TAL ®apma M'vbX,
HimeuunHa
KoHTponb
MikpobionoriyHoi
yncToTU cepii (y
BMNaAKy KOHTPOIO
cepii TAQ ®apma
'vm6X):

6e3nekn/edhekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
MeANYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCNIOKEHb,
NpoBeAeHWX BiANoBIAHO A0 NnaHy
nepiaTpuyHux gocnigkens (PIP) (iHwi 3miHn)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MepenosyBaHHs" BiANOBIAHO 4O OHOBMEHOI
iHdbopMmaLii 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby. BBegeHHs 3MiH NpOTsrom
6-TK MicAaUiB Nicns 3aTBEPAXEHHS
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Jlabop J1C CE & Ko.
KI', HimeuynHa
164. | COBIKOMBI Tabnetkn, 5 mr/5 wmr, KPKA, a.4., CnoBeHis BUPOBHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a He UA/14880/01/01
no 10 Tabnetok y Hoso mecTo bulk", nepeuHHe Ta HimeyunHa 3minm | Tvny - 3miln wopo peuenmom | niidnseae
6nictepi, no 3 abo BTOPWHHE 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
no 6, abo no 9 nakyBaHHs, 3MiHa y KOpOTKil XapaKTepuCTuLi Nikapcbkoro
6nictepiB y KOHTPOIb Ta BUMYCK 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
KapTOHHiI kopobui cepin: MeAMNYHOro 3aCTOCyBaHHS Ha MiAcTasi
KPKA, a.a., Hoso perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3neku
mecTo, CnoseHis nikapcbkoro 3acoby, abo gocnigpkeHb 3
nepBUHHE Ta 6e3nekn 3acTocyBaHHs Mikapcbkoro 3acoby B
BTOPUHHE nicnspeecTpauiiHuin nepioa, abo sk
nakyBaHHs, BUNYCK pesynbTaT OUiHKW 3BiTY 3 OCHIIXEHD,
cepini: NpOBEAEHMX BiANOBIAHO A0 NnaHy
TAL d®apma 'M6X, negiatpuyHnx gocnigxeHns (PIP) (iHWi 3miHn)
Himeyunna 3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
KOHTPOMb Cepiii: 3aCTOCYBaHHS NiKapcbkoro 3acoby Ao po3ainy
KPKA, a.4a., Hoso "MNepenosyBaHHs" BIANOBIAHO 4O OHOBMEHOI
mecTo, CroBeHis iHdbopMalii 3 6e3nekn 3acTocyBaHHs
TAL ®apma M'mbX, nikapcbkoro 3acoby. BBegeHHs 3MiH npoTsarom
Himeuyunna 6-TV MicsaLiB nicns 3aTBEPOXKEHHS
KoHTponb
MikpobionoriyHoi
4ncToTH cepii (y
BMNaAKy KOHTPOIHO
cepii TAL ®apma
'm6X):
Na6op NC CE & Ko.
KI', HimeuynHa
165. | COBIKOMBI Tabnetkn, 10 mr/5 KPKA, a.4., CnoBeHis BUPOGHMLUTBO "in CnoseHis/ BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a He UA/14878/01/01
mr, no 10 TabneTok HoBo mecTO bulk", nepBuHHe Ta HimeuunHa 3MiHu | TMny - 3MiHK Woao peuenmom nidnseae

y bricTepi, no 3 abo
no 6, abo no 9
GnicTepiB y
KapTOHHiI kopobLyi

BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepin:

KPKA, a.4a., Hoeso
mecTo, CrioBeHis
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYyCK
cepin:

TAL ®apma M'vbX,
HimevuunHa
KOHTPONb Cepiii:
KPKA, a.4a., Hoso
mecTo, CroBeHis
TAL ®apma M'mbX,
HimevuunHa
KoHTporb

6e3nekn/edeKTMBHOCTI Ta dbapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6esnekn 3aCTocyBaHHS NMikapcbKoro 3acoby B
nicnsipeecTpadinHuii nepioa, abo sk
pes3ynbTar OUiHKM 3BiTY 3 OCNIOKEHb,
NPOBEAEHWX Bi4NOBIAHO 4O NnaHy
negiaTpuyHux gocnigkes (PIP) (iHwi 3miHn)
3MiHU BHECEHO A0 IHCTPYKLUii ANs MeauYHOro
3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy
"Mepeno3syBaHHs" BiANOBIAHO 4O OHOBMEHOI
iHcpopMmalii 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsarom
6-TK MicAaUiB nicnsa 3aTBEPAXEHHS




95 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MikpoGionoriyHoi
4ncToTU cepii (y
BMNaAKy KOHTPOIO
cepii TAL ®apma
M6X):
Jlabop J1C CE & Ko.
KI', HimevdumHa
166. | CNINPTON® po3unH ans MPAT Ykpaina BiANOBiAaNbHUIA 3a Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a He UA/12877/01/01
30BHILUHLOrO "®ITOPAPM BUPOGHMLTBO, 3MinHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsieae
3actocyBaHHs 96 %, " nepBUHHE HalMeHyBaHHS Ta/abo agpecu 3asiBHUKa
no 100 mny naKyBaHHs, (BNacHuka peecTpauinHoro NocBiAYEHHS)
bnakoHax KOHTPOSb SKOCTi Ta 3MiHa agpecwu 3asiBHMKa 3MiHVM BHECEHI B
BUMYCK Cepil: po3ain "Micue3HaxooKeHHS 3asBHUKA" B
MPAT IHCTPYKUIilO ANst MEAVYHOrO 3acTOCYBaHHS
"®ITOPAPM", niKkapcbkoro 3acoby y 3B'A3Ky 3 YTOYHEHHSAM
YkpaiHa agpecu 3asBHUKa. BBegeHHsA 3MiH npoTarom 6-
BiAnoBiganbHWM 3a TV MICALIB NiCNs 3aTBEPOKEHHS.
BUPOGHMLTBO,
nepBuHHe
nakyBaHHs,
KOHTPOMb SIKOCTI:
AT "Ily6Hucbapm",
Ykpaina
167. | CTEATENDb PO34MH AN iH'eKLiN, MPO®APM ManbTa XENMN C.A. Ipeuis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/12945/02/01
1r/5wmn, no5wmnB A 3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar peuernmom
amnyni; no 5 amnyn IHTepHeLHn BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
B KaPTOHHIN mayui TpenanHr €Bponelicbkin hapmakonei/moHorpadii.
Timiteq MoaaHHsa HoBoro abo oHoBREHOro
cepTudcpikaTa BignosigHocTi abo BUNyYeHHS
cepTudikaTta BignoBigHOCTI €BpONenchKin
dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMOMDKHOI peyqoBuHM (cepTudikaT
BigNoBigHOCTI E€Bponerchkin hapmakonei) -
HoBwuin cepTudikaT Bifg BXe 3aTBEpKEHOro
BUPOBHMKa - NOAaHHS1 HOBOrO cepTudpikaty
BignoBigHocTi €Bponeicbkini papmakonei RO-
CEP 2019-293-Rev 00 Big BXe
3aTBepAkeHoro BMpobHuka Chengda
Pharmaceutical Co., Ltd., Kutan gitodoi
PEeYOBMHM NEBOKAPHITUH (3aTBEepmxeHo: SMF
for API Levocarnitine, version 3, REF
NUMBER: 1623, July 28, 2013;
3anponoHoBaHo: RO-CEP 2019-293-Rev 00)
168. | CTEATENDb PO34MH OpanbHWi MPO®APM ManbTa XENMN C.A. Mpeuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/12945/01/01
no 1 /10 mn, no 10 A 3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat peuenma
Mn y donakoHi; no 10 IHTEpHeLHN BignosigHocTi/E-cepTudikaT BignoBigHOCTI
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

nakoHiB y
KapTOHHIN navui

TpenguHr
Jlimiteq

€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHa HoBoro abo oHoBREHOro
cepTuddikaTta BignoBigHOCTi abo BMNyYEHHSsI
cepTuddikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: gna ADI; onsa BUXigHoro
maTepiany/peareHTy/npoOMiXKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
Ans AOMOMDKHOI peyvoBuHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
HoBun cepTudpikat Big BXXEe 3aTBEPOXKEHOTO
BMPOGHMKa - NOAaHHS HOBOro cepTudikaTy
BignoBigHocTi €Bponeickkin hapmakonei RO-
CEP 2019-293-Rev 00 Big BXe
3aTBepaxeHoro BupobHuka Chengda
Pharmaceutical Co., Ltd., Kutan gitodoi
pPEeYOBUHM NEBOKApPHITUH (3aTBepmkeHo: SMF
for API Levocarnitine, version 3, REF
NUMBER: 1623, July 28, 2013;
3anponoHoBaHo: RO-CEP 2019-293-Rev 00)

169.

CYBETTA

Tabnetku no 20

Tabnetok y Gnictepi;
no 1 abo 2 Gnictepu
Y KapTOHHI kopobui

TOB
"MaTepia
Meawvka-
Ykpaina"

YkpaiHa

3AT CaHToHika

Jlnutea

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
A®I (iHLWi 3MiHW) - BHECEHHS 3MiH B
n.3.2.S.4.Control of drug substance, a came
BBeAeHHs koHTponto A®l «AHTuTina go C-
KiHLEeBoro dparmeHTa 6eta-cy6oamHuLi
peLenTopa iHCyniHy aiHHO OYMLLIEHI»: CyMiLLl
romeonaTtuyHux posseaeHb C12, C30 Ta
C200; «AHTUTINa oo eHpoteniansHoi NO
CVHTa3M adPiHHO OYULLIEHI»: CyMiLLl
romeonaTtnyHux possegeHb C12, C30, Ta
C200). 3asiBneHa peecTpaliiHa npouenypa
obymosneHa Bumoramm GMP Ta
nonoxeHHsimu Oupektusu 2001/83/€C. 3miHu
Il Tvny - 3miHun 3 sikocTi. ADI. KoHTponb ADI
(iHLWi 3MiHW) 3MiHa AONYCTUMKX MEX ANs
nokasHuka «laeHTuadikauisy, BU3Ha4eHoro y
crneunikalii Ha BUXIOQHWI NpoayKT «AHTUTING
no C-kiHueBoro chparmeHTa 6eTa-cyboamHmLi
peuenTopa iHCyniHy adiHHO OYULLEHI», WO
BUKOPWCTOBYETLCS Y NpoLeci BUpOGHMLTBA
A®I|, 06ymoBrneHa BHECEHHSIM YyTOYHEHHS
LLIOAO MOXIMBOCTI NOSIBU J0OOATKOBOI CMYyrH,
wo Bignosigae p-cmysi IgM, nig yac
BUKOHaHHA meToaukn OCH-MAI
enekTpodopesy y BiAHOBHUX YMOBax
(Reducing SDS-PAGE, Ph.Eur., 2.2.31) 3miHu
Il Ty - 3minHun 3 akocTi. ADI. KoHTponb ADI
(iHLWi 3MiHK) 3MiHa AoNyCTUMKUX MEX Onst
nokasHuka «4ucrotay, BU3HAYEHOro y

6e3
peuenma

UA/18297/01/01
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

cneunikauii Ha BUXigHWIA NpoayKT «AHTUTING
po C-kiHueBoro cparmeHTa beta-cyboanHuLi
peuenTopa iHCYNiHy aiHHO OYULLIEHI», LLO
BUKOPUCTOBYETbLCS Y NPOLECi BUPOOHULTBA
A®I, 0bymoBneHa BHECEHHSIM YTOHYHEHHS
LLIOAO MOXIIMBOCTI NOSIBU CMYTU BigoMOi
KOHTPOMbOBAHOI AOMILLKM - KPONSHOro
anbOyMiHy Ta raMma-CMyru KporsiHoro
imyHorno6yniny nig yac ACH-MNAI
enekTpodopesy y HeBigHOBHMX yMoBax (Non-
reducing SDS-PAGE, Ph.Eur., 2.2.31).
Hes3HauHi pegakuiviHi npaBku WOAO NEBHUX
NOKa3HWKIB cneuudikauii BUXigHOro Npoaykty
«AHTUTINa o C-kiHueBoro parmeHTa beta-
cyboamHuLi peuenTopa iHCyniHy adiHHO
OYNLLEHI», LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BUpobHMuTBa ADI, 30Kkpema «laeHTudikauis»
(Non-reducing SDS-PAGE), «<Anb6ymiH»
(Reducing SDS-PAGE), siki He TArHyTb 3a
cobo10 3MiH, 3asBreHi 3 METOI NPUBEAEHHS Y
BiANOBIOHICTb peaakuii matepianis
peecTpauUinHOro 4oCbe 3 AOKYMEHTaUIE
BMPOGHMKa BUXIQHOTO NpoaykKTy. 3miHn Il Tuny
- 3MiHu 3 sikocTi. ADL. KoHTponb API (iHLwui
3MiHW) 3MiHa AONYCTUMUX MEX ANS NoKa3HUKa
«lpeHTndikauisi», BuU3Ha4eHoro y cneumdikawii
Ha BUXigHWI NpoayKT «AHTUTINa Ao
eHpgoTenianbHoi NO cuHTasm adiHHO
OYMLLEHI», LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BUpOoGHMLUTBa ADI, 06yMOBNEHI BHECEHHSAM
YTOYHEHHS LLIOAO0 MOXIMBOCTI NOSIBU
[04aTKOBOI CMyTH, O BignoBigae y-cmysi
IgM, nig yac BukoHaHHss meToamkm OJCH-TMAI
enekTpodopesy y BiAHOBHUX YMOBax
(Reducing SDS-PAGE, Ph.Eur., 2.2.31). 3MiHn
Il Tiny - 3minHun 3 akocTi. ADI. KoHTponb ADI
(iHWi 3MiHK) 3MiHa JonNyCTUMKUX MEX ONst
nokasHuka «4ucroray, BUSHAYEHOro y
crneundikaLii Ha BUXigHWI NpoayKT «AHTUTINA
o eHpotenianbHoi NO cuHTasm adiHHO
OYMLLEHI», LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BMpOo6HMLUTBa ADI, 0GyMOBreHa BHECEHHAM
YTOYHEHHSI LLI0A0 MOXIMBOCTI NOSIBA CMYTY
BiZJOMOI KOHTPObOBAHOI AOMILLKM - KPOSSAYOro
anbbyminy nig yac ACH-MNAT enektpodhopesy
y HeBigHoBHUX ymoBax (Non-reducing SDS-
PAGE, Ph.Eur., 2.2.31). He3aHauHi pegakuiviHi
npaBKu LWOA0 NEBHUX MOKA3HUKIB cnevudikauii
BUXIQHOro NpoayKTy «AHTUTINa A0




98

[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

eHpotenianbHoi NO cuHTasm adiHHO
OYMLLEHI», LLIO BUKOPUCTOBYETLCS Y NpOLECi
BUpobHMuTBa AdI, 3okpema «lgeHTudikadis»
(Non-reducing SDS-PAGE), «AnbbymiH»
(Reducing SDS-PAGE), siki He TarHyTb 3a
co60t0 3MiH, 3asiBneHi 3 METOK NPUBEAEHHS Y
Bi4NOBIgHICTb pefakuii maTepianis
peecTpaLiiHoro 4ocbe 3 AOKyMeHTaLie
BUPOOHMKa BUXigHOrO NpoaykTy. 3MiHu Il Tuny
- 3MiHuM 3 sikocTi. ADI. BupobHuuTBo. 3miHa
BMPOOHVKa BUXiAHOrO/MPOMiXXHOTO
npoayKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
BUpobHM4omy npoueci Adl, abo amiHa
BMPOBHMKa (BKNoYaouu, Ae HeobxiaHo, micue
NpOoBeAeHHs1 KOHTposto sikocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkin hbapmakonei y 3aTBepaxXeHoMy
nocbe)(iHwWi 3MiHW) BBEAEHHS1 [,0OaTKOBOI
OiNbHULi NPOBEAEHHS KOHTPOI NEBHUX
napamMeTpiB BMXiAHOro NpoAykTy «AHTWTING A0
C-kiHueBoro cparmeHTa 6eTa-cyboamHmLi
peuenTopa iHCYniHy ahiHHO oYULLEHI» Ansa
BnpobHuuTBa A®Il, a came: Tepnel Pharma
Services Limited (Parameters: «Distribution of
Molecular Size» and «Microbiological
quality»).
3miHu Il Tuny - 3miHn 3 sikocTi. AL,
BupobHuuTBo. 3MiHa BUpOGHUMKa
BVIXifHOro/NnpoMi>KHOTO MPOAYKTy/peareHTy, Lo
BVKOPVCTOBYOTBCS Y BUPOBHMYOMY NpoLieci
A®I, abo 3miHa BUpobHuKa (Bknovatoun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO
sikocTi) ADI (3a BiacyTHOCTI cepTudikaTa
BignoBigHoCTi €Bponenchki hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHLWi 3MiHW) BBEAEHHS
[00aTKOBOI AiNbHULI NPOBEAEHHSI KOHTPO
NeBHUX NapameTpiB BUXiZHOrO NPOJyKTy
«AHTUTINa fo eHpooTenianbHOi NO cuHTasm
agiHHO ouuLLeHi» aAns BupobHuutea AdI, a
came: Tepnel Pharma Services Limited
(Parameters: «Distribution of Molecular Size»
and «Microbiological quality»).

170.

CYMILW AnA
IHFANAUIN

po3ynH, no 40 mn 'y
cdrakoHax

MPAT
"OITOPAPM

"

YkpaiHa

MNPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo afgpecy 3asiBHUKa
(BnacHuka peecTpauiiHoOro NoCBiAYEHHS)
3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicnsi 3aTBepAKEHHS

6e3
peuenma

nidnsizae

UA/0272/01/01

171.

TEHONIO®

niodpinizat gns

EnEnCi

[pysis

NPUroTyBaHHs

PyMyHis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:

3a

UA/19388/01/01




99 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
pPO34MHy Ang Pomdapm PO34MHY, PO3NUB Y 3MiHn | TMNy - 3MiHK Woao peuenmom nidnsicae
iH'ekuin, no 20 mr no Komnawi dnakoHu, niodineHa Ge3nekn/eekTMBHOCTI Ta hapmakoHarnsay.
1 conakoHy 3 [bxopoxna CyLLKa, rofoBHUI 3MiHa y KOpPOTKil XapaKTepuCTuMLi Nikapcbkoro
niocpinizatom Ta 1 cknag: 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
amnyni 3 2 mn K.T. Pomdapm MeAMNYHOro 3aCTOCyBaHHS Ha MiAcTaBi
PO34MHHUKA (Boga Komnani C.P.J1., perynsipHo OHOBJOBAHOTO 3BiTy 3 6e3neku
ans iH'ekuin) B PymyHis nikapcbkoro 3acoby, abo gocnigpkeHb 3
KOHTYPHIW KOHTPOIb SKOCTI, 6e3nekn 3acTocyBaHHs Nikapcbkoro 3acoby B
YapyHKoOBI BTOPUHHE nicnapeecTpauiiHuin nepioa, abo sk
ynakoBui, no 3 nakyBaHHs, BUNYyCK pesynbTaT OUiHKW 3BiTY 3 AOCHIXEHD,
KOHTYPHUX cepil: npoBeaeHVX BiANOBIAHO 4O MnaHy
YapyHKOBUX K.T. Pomcapm negiatpuyHmnx gocnigxeHns (PIP) (3MiHy
YyNakoBKM B Komnani C.P.J1., Y3roAXXeHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
KapTOHHIN nayui PymyHis OpraHom)
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHSs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” BignoBigHO 4O OHOBEHO!
iHdbopMaUii 3 6e3nekun 4jto4oi peyoBUHN.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK Wopo
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHW) 3MiHM BHECEHI A0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
y po3gin "Mobiyni peakuii" 3rigHo 3
iHcbopMaLieto LWoao BaXknMBOCT 3BITYBaHHSA
npo noGiyHi peakuii. BBegeHHst 3MiH MpoTArom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS
172. | TEHOPIK™ TabneTkn, BKpUTI Inka IHAis Inka JTabopatopis IHAisA BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3a - UA/2902/01/02
NNiBKOBOK IlabopaTopis Nimiten, IHaia 3minu | Tvny - 3miln wWoao peuenmom
obonoHkoto, 100 Nimiteq Inka JTabopatopi3 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
Mr/25 mr; no 14 Nta., IHais (iHWi 3miHKM) 3MiHK BHECEHO 0 TEKCTY
Tabnetok y 6nictepi; MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
no 2 6nictepu B yMakoBOK NikapcbKoro 3acoby CTOCOBHO Koay
KapTOHHIN ynakoBLii nakyBarbHOro MaTepiany Ta Takox
pedakuinHMX NpaBoK.
173. | TEHOPIK™ TabneTkn, BKpPUTI Inka IHAisa Inka NabopaTopis IHAisa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3a - UA/2902/01/01
NniBKOBOO ITabopaTopia Nimiten, IHais 3minu | Tvny - 3miln wopo peuernmom
obonoHkoto, 50 Nimiteq Inka JTabopatopi3 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr/12,5 mr; no 14 Nta., lHais (iHLWi 3MiHKM) 3MiHK BHECEHO [0 TEKCTY
TabneTtok y 6nictepi; MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT
no 2 6nictepu B yMakoBOK NikapcbKoro 3acoby CTOCOBHO Koay
KapTOHHIN ynakoBLj nakyBarnbHOro MaTepiany Ta Takox
pedakuinHMX NpaBok.
174. | TEHOYEK® Tabnetku; 14 Inka IHAisa Inka NabopaTopis IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a - UA/8615/01/01
Tabnetok y onictepi; | JlabopaTopi3 JlimiTen 3MiHu | TUnYy - 3MiHK Woao peuenmom
no 2 6nictepu B Timiteq 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy

KapTOHHIN ynakoBLj

(iHLWi 3MiHK). 3MiHM BHECEHO [0 TEKCTY
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
yMakoBOK NiKapcbKoro 3acoby CTOCOBHO Koay
nakyBarbHOro MaTepiany Ta Takox
pefakuinHnX NpaBoK.
175. | TIAPA YO TabneTku, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/16280/01/03
NniBKOBOO "®apmanesT "®apmaueBTniHa 3MmiHu | TMnY - 3miHK 3 AkocTi. FoToBUM peuernmom
o6onoHkoto, no 80 nyHa dipma cipma "dapHuuqa” nikapcbkuii 3aci6. KoHTpornb 4oNOMiIKHUX
mr/12,5 mrno 7 "NapHuug" peyoBuH. 3MiHa NnapameTpis cneumdikauin
TabneTok y Ta/abo JonycTUMMX MEeX Ans AONOMIKHOT
KOHTYPHIl pPEeYOBUHM (BUIyYEHHS 3i cnieumdikaLii
YapyHKOBIN He3Ha4yHoro nokasHuka (Hanpuknag
ynakoBLi; no 2 Ta no 3acTapinoro nokasHuka))
4 KOHTYpPHI BunyyeHHst nokasHuka «Baxki metanm» 3i
YapyHKOBI YNakoBKu cneumaikauii Ha 4OMOMIXKHY Pe4YOBUHY
B navuj; no 14 KpemHito giokeua konoigHuii 6e3sogHuin,
Tabnetok y BignoBigHO 4o MaTepianiB BUpoBHMKa 3rigHO 3
KOHTYPHil ICH Q3D Guideline for Elemental Impurities Ta
YapyHKOBIN BMMOT fjtoyoi MoHorpadii €P «Silica, colloidal
ynakosui; no 1, no 2 anhydrous». 3MiHu | TURy - 3MiHK 3 AAKOCTI.
abo No 6 KOHTYPHUX ["oToBMI Nikapcbkuit 3aci6. KoHTporb
YapyHKOBUX OOMOMKHMX Pe4OBUH. 3MiHa napameTpis
ynakoBKM B nayui crneundikain Ta/abo gonycTMMmMxX Mex ansi
[OMOMDKHOT peqoBMHM (iHWi 3mMiHKM) CynyTH:A
3MiHa - 3MiHK 3 gKocTi. [oToBMI Nikapcbkunn
3aci6. KoHTpornb 4OMNOMKHMX peqoBUH. 3MiHa
y MeTofax BUnpobyBaHHS AOMNOMiKHOI
PEYOBUHM (HE3HaYHI 3MiHW Y 3aTBEPOKEHNX
MeToAax BUNpobyBaHb) NpYBEeOEHHS
crneun@ikaLii Ta MeToaiB KOHTPOIO SKOCTi Ha
[ONOMiXHY peyoBuHY KpeMHito aiokcuna
KonoigHu 6e3BoaHUIA A0 AiloYMX BUMOT Ta
pekomeHaauin AdY, 3 BpaxyBaHHAM BUMOT
€® 3a NoKasHNMKOM «PO3YMHHICTbY, SKUIA
nepeHeceHo A0 po3ainy 3aranbHi BNacTMBOCTI,
OCKifbKN Ma€e pekoMeHaaLinHUI XapakTep Ta
3a nokasHukom «MikpobionoriyHa ymctoTa»
BHECEHO MNocunaHHs Ha €, ailoye BUAaHHS,
6e3 3MiHM HOPMYBaHHS! Ta METOAVKM
KOHTPOIIO SIKOCTi.
176. | TIAPA OYO TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis: 3a - UA/16280/01/02
NNiBKOBOIO "®apmaueBT "®apmaueBTnYHa 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA peuenmom
obonoHkoto, no 160 nyHa cbipma cipma "[apHuusa” nikapcbkuii 3aci6. KoHTponb 4ONOMiIKHUX
mr/12,5 mrno 7 "OapHuus” peyoBuWH. 3MiHa NapameTpiB cneumdikauin

Tabnetok y
KOHTYPHiW
YapyHKOBIN
ynakoBLi; no 2 Ta no
4 KOHTYpHI
YapyHKOBI YNaKoBKM
B nauyuj; no 14

Ta/abo AoNyCTUMUX MeX Ans AONOMKHOI
PeYOBUHM (BUITyHeHHS 3i crnieumdikauii
He3Ha4yHOro MnokasHuka (Hanpuknag
3acTapinoro nokasHukay))
BunyyeHHs nokasHuka «Baxki metanu» 3i
cneundikauii Ha AONOMKHY PEYOBUHY
KpeMmHito giokcua konoigHui 6e3sogHui,




101 [IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Tabnetok y BigNoBigHO 40 MaTepianiB BUpoBHUKA 3rigHO 3
KOHTYPHiW ICH Q3D Guideline for Elemental Impurities Ta
YapyHKOBIl BUMOT gitoyoi MoHorpadii € «Silica, colloidal
ynakoBui; no 1, no 2 anhydrous». 3miHu | TUny - 3MiHK 3 SIKOCTI.
abo no 6 KOHTYpHMX [oToBWI Nikapcbkuii 3aci6. KoHTponb
YapyHKOBWUX [OOMOMIXKHMX Pe4oBUH. 3MiHa napameTpiB
yrnakoBKUM B nayi crneunikauin Ta/abo gonycTMMmx Mex ans
AONOMKHOI peqoBUHM (iHWi 3MiHKM) CynyTHA
3MiHa - 3MiHuM 3 sIKOCTi. [0TOBUI NikapCbKnin
3aci6. KoHTponb AOMOMKHMX peqoBUH. 3MiHa
y MeToAax BUNpobyBaHHsS AOMNOMIKHOI
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPOXKEHUX
MeTofax BUNpobyBaHb) NpYBEeOEHHS
cneuudikauii Ta METOAIB KOHTPOMIO SKOCTI Ha
[OMNOMiDKHY pevoBuHy KpemHito giokeng
KonoigHu 6e3BoaHUIA 4O AiloYnX BUMOT Ta
pekomeHaauin AdY, 3 BpaxyBaHHAM BUMOT
€®d 3a nokasHNKOM «PO34YMHHICTbY, SKUIA
nepeHeceHo 0 po3Ainy 3aranbHi BNacTMBOCTI,
OCKiNbKN Ma€e pekoMeHaaLinHNIA XxapakTep Ta
3a nokasHukom «MikpobionoriyHa ymctotay
BHECEHO MNocunaHHs Ha €EP, ailoye BUAaHHS,
6e3 3MiHM HOpMyBaHHSA Ta METOAVKM
KOHTPOIIO SIKOCTi.
177. | TIAPA OYO TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnxX MaTepianis: 3a - UA/16280/01/01
NniBKOBOO "®apmaneBT "®apmaueBTiHa 3miHu | TUny - 3miHK 3 gkocTi. FoToBU peuernmom
obornoHkoto, no 160 nyHa cipma cipma "OapHuus” nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
Mr/25 mr; no 7 "OapHuus” peyoBuWH. 3MiHa NnapameTpiB cneundikauin

Tabnetok y
KOHTYPHIW
YapyHKOBIN
ynakoBLj; no 2 abo
no 4 KOHTYpHi
YapyHKOBI YNaKoBKM
B navuj; no 14
Tabnetok y
KOHTYPHIW
YapyHKOBIN
ynakoBui, no 1 abo
Nno 2 KOHTYpHi
YapyHKOBI YNaKoBKM
B navui

Ta/abo 4onyCTMMUX MEeX AN AOMOMDKHOT
peYoBUHM (BUIyYeHHS 3i cneumdikauii
He3Ha4yHoro nokasHuka (Hanpuknag
3acTapinoro nokasHuka))
Buny4yeHHs nokasHuka «Baxki meTtanuy» 3i
cneundikauii Ha AONOMKHY Pe4OBUHY
KpemHito giokeua konoigHuii 6e3sogHuin,
BiANOBIAHO OO0 MaTepianis BUPOGHMKa 3rigHO 3
ICH Q3D Guideline for Elemental Impurities Ta
BUMOT Aito4oi MoHorpadii € «Silica, colloidal
anhydrous». 3miHu | Trny - 3miHK 3 sIKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
OOMOMIXKHMX PeYOBUH. 3MiHa NnapameTpis
cneuudikauin Ta/abo gonycTummnx Mex ans
[ONOMiXHOI peqoBUHM (iHWi 3MiHKM) CynyTHSA
3MiHa - 3MiHK 3 gKocTi. [0TOBMI Nikapcbkuin
3aci6. KoHTponb AONOMiKHMX pevoBUH. 3MiHa
y MeTofax BUNpobyBaHHS AOMNOMIKHOT
PEYOBUHM (HE3HAYHI 3MIHWN Y 3aTBEPKEHNX
mMeToAax BUNpobyBaHb) NpYBEAEHHS
crneun@ikaLii Ta MeTodiB KOHTPOIO SIKOCTi Ha
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[OMNOMiDKHY peqoBuHy KpemHito giokeng
KonoigHuiA 6e3BoaHMI A0 AiloYMX BUMOT Ta
pekomeHgauin Y, 3 BpaxyBaHHAM BUMOT
€0 3a Noka3HUKOM «PO3UMHHICTbY, AKUI
nepeHeceHo 40 po3ainy 3aranbHi BNacTMBOCTI,
OCKifNIbKM Ma€e pekoMeHaauUiHWI XapakTep Ta
3a nokasHukom «MikpobionoriyHa yicToTa»
BHECEHO NOCUIaHHs Ha €@, gitove BUAaHHS,
6e3 3MiHM HOpMyBaHHS Ta METOAVKM
KOHTPOIIO SIKOCTi.
178. | YBIPOME[ TabneTku, BKPUTI TOB Ykpaina yopng MEOVUMH TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a He UA/19156/01/01
NniBKOBOK "yorPng INAY CAH. BE 3MiHu | TMNy - 3MiHK Woao peuenmom nionsieae
ob6onoHkoto, no 1000 | MEONLINH" TIDK. A.LL. Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
Mr; no 7 TabneTok y 3MiHa y KOpOTKiVi XapakTepucTuL,i NnikapCbKoro
6nictepi, no 3 abo 6 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
GnictepiB y MEAMYHOro 3acTocyBaHHS Ha niacrasi
KapTOHHIN kopobuyj; perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
no 10 TabneTtok y nikapcbkoro 3acoby, abo gocnimpkeHs 3
Gnictepi, no 1 6e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
6nictepy B nicnspeecTpauinHni nepioa, abo sk
KapTOHHIl kopobui pe3ynbTaT OLiHKK 3BiTY 3 LOCHIOKEHD,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpuynHmx gocnimkers (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO B iHCTPYKLIiIO A58 MEAUYHOrO
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"OcobnueocTi 3acTocyBaHHS" BiANoBiAHO A0
OHOBreHoI iHdopmaii woao 6eanekn
3acToCyBaHHS Aito4ol pevyoBMHY 3rigHo 3
pekomMeHaauieto Health Canada. TepmiH
BBEAEHHS 3MiH NPOTSArom 6 Micsilis nmicnsi
3aTBEPOKEHHS
179. | YOANA3A Tabnetku no 20 TOB YkpaiHa 3AT CaHrtoHika Jlutea BHECEHHS 3MiH 10 peecTpauiiHiX maTtepianis: 6es - UA/18563/01/01
Tabnetok y 6nictepi; "Martepia 3MiHn | Tuny - 3miHn 3 akocTi. A®I. KoHTpornb peuenma
no 1 abo 2 6nictepu Meguka- ADI (iHWi 3MiHN) — BHECEHHS 3MiH B
Y KapTOHHIl kopobui YkpaiHa" n.3.2.S.4.Control of drug substance, a came

BBeAeHHs koHTponto ADI «AHTUTING 8o
eHpgoTenianbHoi NO cuHTasm adiHHO
OuULLIEHi»: CyMiLL FoOMeonaTUYHNX PO3BeAEHb
C12, C30 ta C200; «AHTMTINa o
npocrtatocneumiyHoro aHTureHy adiHHoO
OUMLLIEHI»:CyMiLL rOMeonaTUYHNX Po3BEAEHb
C12, C30, Ta C200). 3asBneHa peecTpaLiiHa
npoueaypa obymosneHa Bumoramu GMP Ta
nonoxeHHsimu Oupektusu 2001/83/€C. 3miHn
| Tuny - 3MiHK 3 AKocTi. FOTOBMI MikapCbKMii
3aci6. KoHTpornb AONOMiXKHMX peyvoBUH. 3MiHa
y MeTofax BUnpobyBaHHs [OMNOMiXKHOI
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

pevoBUHM (iHLWi 3MiHM Yy MeTogax
BUNPODYBaHHS (BKMOYaoum 3amiHy abo
[ofaBaHHs)) - BBe,eHHs 404aTKOBOro MeToay
BUNpoOyBaHHA Ans ineHTudikauii gna
[OMOMDKHOI PEYOBUMHM NTAKTO3M MOHOrigpaT, a
came metogy Raman spectrophotometry,
Ph.Eur. 2.2.48). 3miHu Il Tvny - 3MiHK 3 SIKOCTI.
A®I. KoHtponb A®I (iHWwi 3MiHN) — 3miHa
[OMYCTUMUX MEX AN MOoKa3HMKa
«loeHTudikauisi», BU3Ha4YeHoro y cneumadikawii
Ha BMXiAHWUIM NPOAyKT «AHTUTINA A0
eHpotenianbHoi NO cuHTasm adiHHO
OYMLLEHI», LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BUpobHMuTBa ADI, 06yMOBNEHa BHECEHHSIM
YTOYHEHHS LWOoA0 MOXITMBOCTI NOSIBU
[00aTKoBOI CMyTH, LWLO Bignosigae JU-cMmy3i
IgM, nig yac BukoHaHHsi metogukm OCH-TATI
enekTpodopesy y BiAHOBHUX yMOBaXx
(Reducting SDS-PAGE, Ph.Eur., 2.2.31).
3minm Il Tuny - 3miHm 3 axkocTi. A®Il. KoHTponb
AP (iHLWi 3MiHN) - 3MiHa 4ONYCTUMUX MEX Ansi
nokasHuka «4uctoray, BUHAYEHOro y
crneundikauii Ha BUXiOQHWI NpoayKT «AHTUTING
no engoteniansHoi NO cuHTasu adiHHO
OYMLLEHI», O BUKOPUCTOBYETLCS Y NPOLIEC
BUpobHMuTBa ADI, 06yMOBNEHa BHECEHHSIM
YTOYHEHHS LLI0A0 MOXIMBOCTI NOSIBA CMYTY
BiJOMOI KOHTPObLOBAHOI AOMILLKM - KPONSAYOro
anbbyminy nig yac ACH-MNATI" enekTpocopesy
y HeBigHoBHUX ymoBax (Non-reducting SDS-
PAGE, Ph.Eur., 2.2.31). He3aHauHi pegakuinHi
NpaBKu LWOA0 NEBHUX MOKA3HUKIB cnevuumdikauii
BUXIQHOro NpoayKTy «AHTUTINa A0
eHpgoTenianbHoi NO cuHTa3m adiHHO
OYNLLEHI», LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BUpobHMuTBa ADI, 30Kkpema «laeHTudikauis»
(Non-reducting SDS-PAGE), «AnbBymiH»
(Reducting SDS-PAGE), ski He TArHyTb 3a
co6010 3MiH, 3asBreHi 3 METOK NPUBEAEHHS Y
Bi4NOBIgHICTb pedakuii maTepianis
peecTpaLiiHOro JOCkE 3 AOKyMEHTALE
BMPOGHMKa BUXIQHOTO NpoaykTy. 3miHu Il Tuny
- 3MmiHu 3 sikocTi. ADI. KoHTponb A®I (iHwwi
3MiHM) — 3MiHa ZOMNYCTUMMX MeX Ans
nokasHuka «laeHTudikauisy, BUSHa4eHoro y
crneundikauii Ha BUXIOQHWI NpoayKT «AHTUTING
[0 npocTaTtocneumdiyHoro aHTureHy adgiHHoO
OYMLLEHI», LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BUpoGHMUTBa ADI, 06yMOBNEHI BHECEHHSIM




104 [IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

YTOYHEHHS LLIOAO0 MOXIMBOCTI NOSIBU
[04aTKOBOI CMYyTH, WO BignoBigae Y-cmysi
IgM, nig yac BukoHaHHst meTogukm OCH-TMAI
enekTpodopesy y BifHOBHUX YMOBax
(Reducting SDS-PAGE, Ph.Eur., 2.2.31).
HesHauHi pegakuiviHi npaBku WOAO NEBHUX
nokasHWKiB cneuudikauii BUXigHOro npoaykty
«AHTUTINa Ao npocTtarocneumndiyHoro
aHTUreHy aiHHO OYULLEHI», WO
BMKOPWCTOBYETLCSH Y MpoLEeCi BUPOOHMLTBA
A®I, 3okpema «lgeHTudikauis» (Non-reducting
SDS-PAGE, competition ELISA),
«CneumdivyHa akTMBHICTb» (competition
ELISA), «MucTtoTta» (Non-reducting SDS-
PAGE), «AnbbymiH» (Reducting SDS-PAGE),
SIKi He TArHyTb 3a o600 3MiH, 3asiBNEHI 3
METOI NpUBEAEHHS Y BiOMNOBIOHICTb peaakuii
MaTepianis peecTpauiiHoro 4ocke 3
[OKyMeHTaLieto BUpoBHMKa BUXIHOTO
npoaykty. 3MiHun Il Tuny - 3miHn 3 akocTi. ADI.
Bupo6HuLTBO. 3MiHa BUPOOHMKa
BVXiHOro/npoMi>KHOro NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPOBHMYOMY npoLieci
A®l, abo 3amiHa BUpOGHMKa (BKItoYatouu, ge
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO
skocTi) ADI (3a BiacyTHOCTI cepTudikaTa
BignoBigHOCTi €Bponenchki hapmakonei y
3aTBEPKEHOMY A0ChE)(iHLWi 3MiHW) BBEAEHHS
[00aTKOBOI AiNbHULi NPOBEAEHHSI KOHTPOO
NeBHUX NapameTpiB BUXiZHOrO NPOJyKTy
«AHTUTINa oo eHpoTeniansHoi NO cuHTasu
agiHHO ouuLLieHi» aAns BupobHuutea AdI, a
came: Tepnel Pharma Services Limited
(Parameters: «Distribution of Molecular Size»
and «Microbiological quality»). 3minu Il Tuny -
3MmiHm 3 gkocTi. APl. BupobHuuteo. 3MiHa
BMPOGHMKa BUXIQHOrO/MPOMiXXHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMpOGHMYOoMy npoueci A®I, abo 3miHa
BUPOGHMKa (BKIOYakouu, Ae HeobxiaHo, micue
npoBefeHHs KOHTponto sikocTi) AdI (3a
BiCYyTHOCTi cepTudikaTta BiAnoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHOMy
[ocke)(iHWi 3MiHKW) - BBEOEHHS A00ATKOBOT
LOiNbHWLi NPOBEAEHHS KOHTPOIT0 NEBHUX
napameTpiB BUXiAHOro NpoaykTy «AHTUTINAG 4o
npocraTocneundiyHOro aHTureHy adiHHo
ouneHi» ansa BupobHuutea Adl, a came:
Tepnel Pharma Services Limited (Parameters:
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
«Distribution of Molecular Size» and
«Microbiological quality»).
180. | PAPMAOON TabneTtkn, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 6e3 nidnsicae UA/20050/01/01
® MAKC NNiBKOBOIO "®apmak” 3MmiHn | Trny - 3MiHuM 3 siKocTi. [oToBUIA peuenma
o6onoHkoto, no 10 nikapcbkuin 3aci6. Onuc Ta cknag. 3miHa y
Tabnetok y Gnictepi, cknagi (4onoMiXHMX pevyoBMHaAxX) rOTOBOTO
no 1 6nictepy y nikapcbkoro 3acoby (iHLWi 3MiHW) yTOYHEHO
navui AKICHUIA cknafj nNNiBKOBOrO NOKPUTTS, a came 3i
cknagy nniBkoBoi 060MOHKN BUITyYEHO TarlbK.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS
181. | ®EHTABEPA | nnactup AciHo Al HimeuvuuH Bupo6bHuLTBO Himeyunna BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3a - UA/15831/01/05
100 MKI/ro, | TpaHcoepmanbHun a Hepo3dhacoBaHoi 3minHn | Tuny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
no 100 mkr/rog no 1 npoaykKuii, nepBMHHa nikapcbkui 3aci6. KoHTponb rotoBoro
nnacrtumpy Ta BTOpMHHa nikapcbkoro 3acoby (iHwi 3mMiHW) nepeknag,
TpaHcaepmarnbHOMy ynaKoBKa, KOHTPOIb TekcTy MKA ykpaiHcbkoto MoBoto. 3MiHu | Tuny
y cawle 3 pyHKuieo SIKOCTI: - 3MiHuM 3 sAkocTi. [0TOBMIA NiKapcbkuii 3aci6.
3axucTy Big Tyne ®apma Arl, KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
BiAKPVBaHHS OiTbMU; Himevuunna napameTpiB cneuudikadiv Ta/abo gonyctummx
no 5 cawey Bunyck cepii: MEX roTOBOrO fikapcbkoro 3acoby (iHLLi 3MiHW)
KapTOHHIl kopobLi 3 AciHo AT, npuBeAeHHs iHhopMauii Woao mex
KOHTPONEM nepLuoro Himeyuunna crneundikaLii 3a nokasHMKoM «laeHTndikauis
BiAKPUTTS B» y BignoBigHOCTi 4O opuriHanbHMX
MaTepianis BUpoOHMKa, n.3.2.P.5.2. AHaniTuyHi
meToaukm (3atBepakeHo: YP-cnektp 200-400
HM; 3anponoHoBaHo: Y®-cnektp 200-350 Hm).
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHN)
AOAaBaHHS NMPUMITKM A0 po3ainy
3.2.P.5.1.Cneuudikauisi, sika BU3Havae
npoBefeHHs BUNpobyBaHHsi 3a MOKa3HUKaMu
«lpeHTudikauisi», « OQHOPIAHICTL AO30BaAHNX
oavHULBLY» Ta «3anuLIKOBI PO3YUHHUKMY nuLle
npu BUMYCKY.
182. | ®EHTABEPA | nnactup AciHo Al HimeuumnH BrpobHuuTBO HimeuunHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a - UA/15831/01/01
12 MKr/ropg TpaHcaepmanbHum a Hepo3adhacoBaHoI 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA peuenmom
no 12 mkr/rog no 1 NPOAYKLiT, NepBUHHA nikapcbkuii 3aci6. KoHTpornb rotoBoro
nnacTtupy Ta BTOPUHHA nikapcbkoro 3acoby (iHLwi 3mMiHW) nepeknaz
TpaHcaepmanbHOMy ynakoBKa, KOHTPOIb TekcTy MKA ykpaiHcbkoto MoBOR. 3MiHu | Tuny
y cawle 3 (pyHKUie SKOCTI: - 3MiHM 3 AkocTi. F0TOBMIA Nikapcbkuii 3aci6.
3axucTy Big Jlyne ®apma Arl, KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
BiAKPVBaHHS QiTbMU; Himeuyunna napameTpiB cneuudikauin Ta/abo gonycTummx
no 5 cawey Bunyck cepii: MEX roTOBOroO fikapcbkoro 3acoby (iHLLi 3MiHW)
KapTOHHIl kopoOL,i 3 AciHo AT, NpvBEAEHHST iHhopMalLii Woao Mex
KOHTpOSeM nepLloro Himeuyunna crneundikauii 3a nokasHukoM «lgeHTudikauis

BigKPUTTS

B» y BignoBigHOCTi 0 opuriHanbHWUX




106

[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

MaTepianis BUpoOHuKa, n.3.2.P.5.2. AHaniTu4Hi
meToaukm (3atBepaxeHo: YP-cnektp 200-400
HM; 3anponoHoBaHo: Y®-cnektp 200-350 Hm).
3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4oNyCTUMUX MeX
roTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW)
[oJaBaHHA NpUMITKK OO po3giny
3.2.P.5.1.Cneuundbikalisi, sika BU3Ha4ae
npoBeeHHs BUNPObyBaHHs 3a MOKa3HWKaMM
«lpeHTudikauisi», « OgHOpIOHICTL 4030BaHNX
oavHULBLY Ta «3anuLKOBi PO3YMHHUKMY nuLle
npu BUMYCKY.
3MminHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneundikauin Ta/abo gonycTUMmMX Mex
roTOBOro NiKapcbKkoro 3acoby (iHLi 3MiHW)
BMMpaBIIEHHS MOMUIKKM B crnieumndikauii M3
deHTaBepa 12mkr/rog, nnactTmp
TpaHcaepMarnbHUn ansa nokasHuka «KinbkicHe
BU3HAYEHHS DEHTaHINY» Ta NPUBEAEHHS MO0
y BignosigHicTb n.3.2.P.1.0nuc i cknag J13.
3atBepaxeHo: 2,6 mr/TAC (90-110%, T.e. 2,3-
2,8mr/TOC)
3anponoHosaHo: 2,55 mr/TAC (90-110%, T.e.
2,3-2,8mr/TAC)

183.

®EHTABEPA
25 MKr/roq

nnactmp
TpaHcaepmanbHuUi
no 25 mkr/rog no 1
nnacTtmpy
TpaHcaepmarnbHoOMy
y cawle 3 pyHKuieo
3axucTy Big
BiAKPWBaHHS OiTbMMU;
no 5 cawey
KapTOHHIN kopobui 3
KOHTPOMEeM NepLLoro
BiAKPUTTS

AciHo Al

HimeyuuH
a

BupobHuLTBO
Hepo3adpacoBaHoI
NPOAYKLUii, NepBUHHA
Ta BTOPVHHA
ynakoBKa, KOHTPOrb
AKOCTI:

Tlyne dapma AT,
HimeyuunHa
Bunyck cepii:
AciHo AT,
HimevuunHa

Himewumna

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby (iHLwwi 3mMiHn) nepeknaz

TekcTy MKA ykpaiHcbkoto MoBow. 3MiHu | Tuny

- 3MiHu 3 sKocTi. [oToBUIA Nikapcbkuii 3aci6.

KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa

napameTpiB cneuudikaui Ta/abo gonycTummx

MEX roTOBOro nikapcbkoro 3acoby (iHLi 3MiHK)

npuBeaeHHs iHdopmaLii Woao Mex
crneundikaLii 3a nokasHuMKoM «lgeHTudikauis

B» y BignoBigHOCTi 4O opuriHanbHMX
marepianis BUpobHuka, n.3.2.P.5.2. AHaniTuyHi

MeToaukm (3aTBepmxeHo: YP-cnektp 200-400

HM; 3anponoHoBaHo: Y®-cnekTp 200-350 Hm).
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
crneundikauin Ta/abo JoNyCTUMUX MeX
roTOBOro MikapcbKoro 3acoby (iHLwi 3MiHN)
[0[aBaHHS NPUMITKM 40 po3diny

3a
peuerimom

UA/15831/01/02
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3.2.P.5.1.Cneundbikalisi, sika BU3Ha4ae
npoBeeHHs BUNPODbYyBaHHs 3a NokasHUKaMu
«lpeHTudikauisi», « OgHOpIOHICTL 4030BaHNX
OAvHULBLY Ta «3anuLKOBi PO3YNHHUKMY nuLle
npu BUMYCKY.
184. | ®EHTABEPA | nnactup AciHo Al HimeyvuuH BupobHuLTBO Himeyumna BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a - UA/15831/01/03
50 MKr/roa TpaHcaepmanbHUn a HeposdacoBaHoi 3MmiHu | TMNY - 3miHK 3 AkocTi. FoToBUN peuernmom
no 50 mkr/rog no 1 npoaykKuii, nepBMHHa nikapcbkui 3aci6. KoHTponb rotoBoro
nnacrtumpy Ta BTOpMHHa nikapcbkoro 3acoby (iHwi 3amMiHM) nepeknag,
TpaHcaepManbHOMY ynakoBKa, KOHTPOSb TekcTy MKA ykpaiHcbKkoto MoBoto. 3MiHu | Tuny
y cawue 3 yHKLieto AKOCTI: - 3MiHK 3 siKoCTi. FOTOBWMI Nikapcbkuii 3acib.
3axucTy Big Tyne ®apma Arl, KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa
BiAKPUBAHHSA OiTbMU; Himeuyunna napameTpiB cneundikaui Ta/abo gonycTummx
no 5 cawey Bunyck cepii: MEX roTOBOrO fikapcbkoro 3acoby (iHLLi 3MiHW)
KapTOHHIl kopobui 3 AciHo AT, npuBeAeHHs iHhopMauii Woao mex
KOHTpOSieM nepLuoro Himeyunna cneumdikauii 3a nokasHMKOM «laeHTudikadis
BiAKPUTTS B» y BignoBigHOCTi 4O OpuriHanbHMX
MaTepianis BUpoOHMKa, n.3.2.P.5.2. AHaniTu4Hi
MeTOAMKM (3aTBepaxeHo: YP-cnektp 200-400
HM; 3anponoHoBaHo: Y®-cnektp 200-350 Hm).
3MminHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneunikauin Ta/abo gonycTuMmMX Mex
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHM)
AO[AaBaHHS NMPUMITKM A0 po3ainy
3.2.P.5.1.Cneuudikauisi, sika BU3Havae
npoBefeHHs BUNpobyBaHHsi 3a MOKa3HUKaMu
«lpeHTudikauisi», « OQHOPIAHICTL AO30BaAHNX
oavHULBLY» Ta «3anuLIKOBI PO3YMHHUKWY nuLle
npu BUMYCKY.
185. | ®EHTABEPA | nnactup AciHo Al HimeuumnH BrpobHuuTBO HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/15831/01/04
75 MKr/rog TpaHcaepmanbHuUm a Hepo3adpacoBaHoI 3miHu | TMNY - 3miHK 3 skocTi. FoToBUIA peuenmom
no 75 mkr/rog no 1 NPOAYKLUii, NepBUHHA nikapcbkuii 3aci6. KoHTponb rotoBoro
nnacrtupy Ta BTOPUHHa nikapcbkoro 3acoby (iHwi 3amiHW) nepeknag,
TpaHcaepmanbHOMy yrnakoBKa, KOHTPOIb TekcTy MKA ykpaiHcbkoto MoBow. 3MiHu | Tuny
y cawle 3 pyHKuieo AKOCTI: - 3MiHu 3 sKocTi. FoToBUIA Nikapcbkuii 3aci6.
3axucTy Big Jlyne ®apma Arl, KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa
BiAKPVBaHHS QiTbMU; Himeuyunna napameTpiB cneuudgikaui Ta/abo gonycTummx
no 5 cawey Bunyck cepii: MEeX roTOBOro fnikapcbkoro 3acoby (iHLi 3MiHK)
KapTOHHIl kopoOLi 3 AciHo AT, NpVBEAEHHST iHhopMaLii Woao mex
KOHTPOSEeM nepLLoro Himeuyunna crneundikaLii 3a nokasHuMKoM «lgeHTudikauis

BiAKPUTTS

B» y BignoBigHoOCTi 4O opuriHanbHMX
marepianis BUpobHuka, n.3.2.P.5.2. AHaniTuyHi
MeToaukm (3aTBepmxeHo: YP-cnektp 200-400
HM; 3anponoHoBaHo: Y®-cnekTp 200-350 HMm).

3miHu | TUNY - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

crneungikauin Ta/abo 4onNycTUMMX Mex
roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHW)
[oJaBaHHA NpUMITKK 8O po3giny
3.2.P.5.1.Cneundbikalisi, sika BU3Ha4ae
npoBeeHHs BUNPODbYyBaHHs 3a NoKasHUKaMu
«lpeHTudikauisi», « OgHOpIOHICTL 4O30BaHNX
OAMHULb» Ta «3anuLLKOBi PO3YMHHUKMY NnLe
npu BUMYCKY.

186.

®ECIo®

PO34MH NS iH'EKLiNn,
1200 mr/600 mr, no
15 mn y cpnakori, no
1 conakoHy y
KapTOHHIl kopobui

. XochhmaH
H-J1s Poww
Jtg

Lsenuapi
A

. XodbdhmaHH-I15
Pow It

LLsenyapis

BHECEHHS 3MiH IO peecTpauinHuX maTepianis:
3MiHu | TUNY - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
Ha3BW nikapcbkoro 3acoby. 3MiHeHO Ha3By
nikapcbkoro 3acoby B iHCTPYKLUIi ons
MeAMYHOro 3aCTOCyBaHHsI NikapCcbKoro 3acoby,
a came, A04AHO 3HaK OXOPOHHOr0 MapKyBaHHSs
B HaMWCaHHi Ha3BW aHrMiNCbKOK MOBOKD
(3aTBepmkeHo: Pecro® (Phesgo),
3anponoHoBaHo: ®ecro® (Phesgo®)).
3asHayeHHs1 cuMBory "®" ons HanMcaHHsA
Ha3BM Ha aHrnincekin mosi B MKA Lditova
pepakuia: PECIO®. NponoHoBaHa peAakuis:
PECIO®. BeegeHHs 3MiH NpoTArom 6-1u
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHm Il Tuny -
3MiHM Wwoao 6e3nekn/edPeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHu y KOpOTKil
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT A4nA Mean4Horo
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
AaHvMu 3 hapmakoHarnagy. 3MiHM BHECEHO
00 [HCTPYKUiT NS MegnMYHOro 3acTocyBaHHs
nikapcbkoro 3acoby Ao po3aginy "lMob6iyHi
peakuii” BignoBigHoO 0o maTepianiB
peecTpauiiHoro gocke. BBegeHHs 3MmiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.

3a
peuyerimom

He
nidnsicae

UA/19640/01/02

187.

DECIo®

PO34MH Anis iH'EKLN,
600 mr/600 mr, no
10 mn y dpnakoHi, no
1 dpmakoHy y
KapTOHHiIl kopobui

. XodbdmaH
H-J1s Powwu
Itg

LLiseviLapi
A

. XodpdmaHH-J1a
Pow Nt

LLiBeviLapis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUNY - AgMiHiCTpaTuBHI 3miHW. 3MiHa
Ha3BW nikapcbkoro 3acoby. 3MiHeHO Ha3By
nikapcbkoro 3acoby B iHCTPYKLii Ans
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby,
a came, OAAHO 3HaK OXOPOHHOIO MapKyBaHHS
B HanMcaHHi Ha3BM aHMiNCbLKO MOBOIO
(3aTBepmxeHo: Pecro® (Phesgo),
3anponoHoBaHo: ®ecro® (Phesgo®)).
3asHaveHHst cumBory "®" onsg HanmcaHHs
Ha3BW Ha aHrnincokin mosi B MKA Litova
pepakuisi: PECIO®. MNponoHoBaHa peaakuisi:
PECIO®. BeeneHHs 3miH npoTarom 6-tu
MicsaUiB nicns 3aTBepXeHHs. 3miHu Il Tuny -
3miHun woao 6e3nekn/edpeKTMBHOCTI Ta

3a
peuerimom

He
nidnsicae

UA/19640/01/01




109 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
chapmakoHarnsgy. 3MiHu y KOpOTKil
XapaKkTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPYKLii Ans Mean4Horo
3acToCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMMW JaHUMK Ta
AaHvMK 3 hapmakoHarnagy. 3MiHM BHECEHO
00 IHCTpyKUii ANS Mean4HOro 3acTocyBaHHs
nikapcbkoro 3acoby Ao po3aainy "lMobiyHi
peakuii” BignoeigHo 4o maTepianis
peecTpauinHoro gocbe. BBegeHHa 3MiH
NpOTHArom 6-Tv MicSILB MicNsi 3aTBEPAXEHHS.
188. | ®ITOCENT® PO34MH A4S POTOBOI MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/11306/01/01
nopoXxHuHK, no 100 "®ITOPAPM 3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom | nidnsieae
My ONaKoHi " HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
cknsHoMy abo (BNacHuka peecTpauifiHoro NocBig4YeHHS)
nonimepHomy, no 1 3MiHa agpecu 3asiBHUKa. BBeaeHHsA 3MiH
dnakoHy B nauui 3 npoTArom 6-Tu MicsuiB Nicns 3aTBepaKeHHS
kapToHy; no 100 mn
y hnakoHax
CKNsAHNX abo
noniMepHux
189. | ®NNIAMOIPEN | tabnetku, BKpUTI AHaHTa Benuka ®namiHro IHAisA BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/7441/01/01
b 75 NniBKOBOIO Megikeap Bputanis dapmacbioTukanc 3minu Il Tuny - 3miHn 3 skocTi. ADI. peuernmom
06onoHKoto, no 75 Jita. Ita., IHgis; ApTtypa Bupo6HuLTBO. 3MiHa BUPOOHMKa
mr no 10 TabneTtok y PapmachbtoTikana BVIXifHOro/npoMi>KHOrO MPOAYKTY/peareHTy, Lo
6nictepi; mo 1, 3 abo Mer. lTa., IHAis BVIKOPVICTOBYOTBCS Y BUPOOHMYOMY npoLieci
10 6nicTepiB y nayui A®I, abo 3miHa BUpobHuKa (Bknovatoun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOIO
akocTi) ADI (3a BiacyTHoCTi cepTudikaTa
BignoBigHoCTi €Bponenchki hapmakonei y
3aTBepAKEHOMY A0ChE)(BBEAEHHS HOBOMO
BUpobHuka APl 3 HagaHHsAM macTep-danna
Ha A®l) BBeaeHHS HOBOro BUpoGHMKa AdI
knonigorpento Gicynbgaty Aarti Drugs
Limited, IHais 3 HagaHHAM MacTep-channa Ha
ADI (version 08, June 2019) ans BUPOGHMKa
M3 ApTypa ®apmacbtoTikana M8T. 114, IHAis.
BBeneHHs 3MiH npoTarom 3-x micsauiB nicns
3aTBEPKEHHS.
190. | ®NYUMHAP® | ma3sb no 15 ry Ty6i; TOB YkpaiHa ®apm3saBog €nbda MonbLa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a - UA/2879/01/01
N no 1 T1y6i B «BAYLU A.T. 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMIA peuernmom
KapTOHHiIl kopobui XENC» nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkrtoyaro4m 3amiHy abo AONOBHEHHS)) - 3MiHU
B MeToAuLi BUNpobyBaHHSA BMiCTY
CYNpPOBIAHUX AOMILLOK HEOMILMHY CynbdaTy,
1110 NonsraTb B 3MiHi Npo6oniaroToBKM, 3MiHi
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
iHTepnpeTauii xpomatorpam i cnocobi
nigpaxyHKy BMICTY CynpoBiAHMX AOMILOK. Mpu
LLbOMY 3ararnbHi BUMOr 40 BMICTY AOMILLOK
3MiH He 3a3Hanu
191. | ®OPMIAPOH | posuuH ans MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes nidnsizae UA/8184/01/01
30BHILUHLOrO "®ITOPAPM 3MiHu | TUNY - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuenma
3acTocyBaHHs, " HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa
cnnpToBeun no 50 mn (BNacHuka peecTpauinHoro NocBiAYEHHS)
y hnakoHax 3MiHa agpecu 3asiBHUKa. BBegeHHS 3MiH
nonimepHux aéo NPOTArom 6-T MicsILiB Micnsi 3aTBEpPYKEHHS
CKINSIHUX
192. | XJNTOPTEKCH PO34MH Ans MPAT YkpaiHa BignosiganbHWi 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/18022/01/01
OVH 30BHILLHBOIO "®ITOPAPM BMPOBHMLTBO, 3MiHM | TUNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma
3actocyBaHHs, 0,05 " nepBuHHe HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
% no 100 mn abo nakyBaHHS, (BrnacHuKka peecTpaLiiHoro Noceig4YeHHs)
200 mny KOHTPOIb SKOCTi Ta 3MiHa agpecu 3asiBHUKa. BBeaeHHs 3MiH
noniMepHnx BMNYCK cepii: npoTArom 6-Tu MicsuiB nicns 3aTBepaKeHHS
cbnakoHax 3 MPAT
Hacagkot onsa "®ITOPAPM",
CrpsiMOBaHOro Ykpaina
BBEAEHHS BignoBiganbHUN 3a
nikapcbkoro 3acoby BMPOBHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPOMb SKOCTI:
TOB "®apma
Yepkac", YkpaiHa
BiAnoBiganbHWM 3a
BMPOBHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPOMb SKOCTI:
M "Kinagpd",
YkpaiHa
193. | XNIOPO®IIN | po3unH cnupTOBMA, MAT YkpaiHa MAT "Tanuudapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/4551/02/01
T 10 mr/mn, no 100 mn "lannydap 3miHu | TUny - 3miHm 3 akocTi. A®l. KoHTponb peuernmom
y nakoHi m" AQ®Il. 3miHa y meTogax BunpobyBaHHa APl abo

(cknsiHomy abo
noniMepHomy), no 1
cnakoHy B naui; no
100 mn 'y 6aHuj, no 1
OaHUi B nayui

BUXiAHOro Matepiany/npomMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETBCH Y
npoteci BupobHmutea AP (iHWwi 3mMiHK Y
mMeToAax BUNpobyBaHHs (BKMOYaoumn 3amiHy
abo pgonoBHeHHs1) AD| abo
BVXiAHOro/MPOMIDKHOTO MPOAYKTY) - BHECEHHS
3MiH 4O MaTepianiB peecTpauinHoro 4oChe
N3 XNOPO®IIIMT, po3uuH cnupTtosuii, 10
Mr/mMn, a came 3MiHM BHocaTbes Ansa Ad|
EKCTPAKT 3 JINCTA EBKANINTY NYCTUW,
EeKCTpaKT ryctui (cybcraHuis) B po3gin 3.2.S.4
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[IpooBxKeHHs qoaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KoHTponb A®I, n. «Baxki MeTanuy, akumn
pernameHTye rpaHny4HMn BMICT Kagmito,
CuHU0 i PTyTi. BUsHauyeHHs1 rpaHnyHoro
BMiCcTy PTyTi npoBogaTb 3a 4ONOMOro0
METOAMKM NPSIMOro BU3Ha4YEHHS METOO0M
aTOMHO-EMICIHOI CNekTpoMeTpIi 3 iIHAYKTUBHO
3B’s13aH00 Nnasmoto. [Ans AaHoi MeToanku,
[iana3oH KOHUEHTpaLi € Ha MeXi KinbKiCHOro
BU3HAYEHHS, i AK HAcnigoK, iCHYe MMOBIPHICTb
BMCOKOI NOXMOKM BU3HAYEHHS PTyTi. Y 3B’A3Ky
3 UUM, ANst OTPUMAHHS KOPEKTHUX
pesynbTartiB, NPONOHYETLCS 3MIHUTU METOAMKY
NpPsSIMOro BU3HAYEHHSI HA METOAMKY FiApuaHOro
BM3HaYeHHs PTyTi METO4OM aTOMHO-EeMICIHOT
CMNEeKTPOMETPIi 3 iHAYKTMBHO 3B’S13aHOL0
nnasMoto, sika Mae HKYMIN nopir
[EeTeKTyBaHHA Ta 4O3BONUTb BU3Ha4aTu
KOHLIEHTpaUjlo PTyTi B 4OCNiAXyBaHin
cybcTaHLUii 3 GiNbLUOK TOYHICTIO,
CENEeKTUBHICTIO Ta BiATBOPIOBAHICTIO

194.

Xnoeoouin
T

PO3YVH CNIMPTOBWA,
10 mr/mn; in bulk: no
100 mn y donakoHi
cknsiHoMy abo
nonimMepHomy, abo
6aHui; no 48 6aHok
abo dnakoHiB y
Kopobi

MAT
"Tanuudap
M

YkpaiHa

MAT "lrannydcapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
AQ®Il. 3miHa y meTogax BunpobysaHHa APl abo
BUXiQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci BupobHmutea API (iHWwi 3miHK y
MeToAax BUNpobyBaHHS (BKMKOYa4M 3aMiHy
abo gonosHeHHs1) A®l abo
BVXiAHOro/MPOMIDKHOTO MPOAYKTY) - BHECEHHS
3MiH 4O MaTepianiB peecTpauinHoro 4oChe
N3 XNOPODININT, po3uuH cnupTtosuid, 10
Mr/Mn, a came 3MiHM BHocATbes ans Ad|
EKCTPAKT 3 NINCTSA EBKANIMTY NYCTUIA,
eKcTpakT ryctui (cybcTaHuis) B po3ain 3.2.S.4
KoHTponb A®I, n. «Baxki meTanuy», skumn
pernamMeHTye rpaHuyHuin BMicT Kagmito,
CauHUto | PTyTi. BUsHaueHHsi rpaHuyHOro
BMiCTy PTyTi npoBoAsThb 3a 4OMOMOro0
METOAMKM NPSIMOro BU3HAYEHHS METOAOM
aTOMHO-eMICINHOI CNeKTPOMETPIi 3 iIHAYKTUBHO
3B’s13aHO0 Nnasmoto. [ns AaHoi MeToauku,
[ianas3oH KOHUEeHTpaLi € Ha MeXi KinbKicHOro
BU3HAYEHHS, | IK HAcNigoK, iCHye NMOBIPHICTb
BWMCOKOI MOXNOKM BU3HAYEHHS PTyTi. Y 3B’A3Ky
3 UMM, ANst OTPUMAaHHS! KOPEKTHUX
pesynbTariB, NMPOMNOHYETLCS 3MIHUTU METOAMKY
NPSMOro BU3HAYEHHs1 HA METOAUKY FiApUAHOro
BU3Ha4YeHHs PTyTi METOQOM aTOMHO-EMICINHOT
CMNEeKTPOMETPIi 3 iHQYKTMBHO 3B’S13aHOL0

UA/9519/01/01
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nnasMoto, sika Mae HKYMIN nopir
[eTeKTyBaHHA Ta 403BONWUTb BU3Ha4YaTu
KOHLIEHTpaUito pTyTi B 4OCNiAXyBaHin
cybcTaHLii 3 GinbLUOK TOYHICTIO,
CENeKTMBHICTIO Ta BiATBOPIOBAHICTIO
195. | XYMANOIre® po34MH Ans iH'ekuin, | Jlinni ®paHc PdpaHuis Bupo6HMLTBO 3a CLIA/®paHL 3MiHm 13 (MIBM), wo noTpebytoTb HOBOI 3a He UA/4750/01/01
100 MO/mn no 3 mn MOBHUM LIMKITOM: i peecTpadii (3rigHo Haka3y MOS Big peuenmom | niidnseae
y CKIsiHOMY Eni Ninni eng 23.07.2015 Ne 460) - 3miHa y OP, aki He
KapTpuoxi; no 5 Komnani, CLLA nNpu3BOAATL A0 HOBOI [IP: He3HauHi 3MiHM
KapTPUOKIB y Bupo6HMLTBO 3a GionoriyHoi pe4yoBMHM abo BioTEXHOMOMYHOro
KapTOHHIN nayui; no NOBHUM LIMKIOM: NPOAYKTY - HE3HAYHa ONMTUMI3aLisi npouecy
3 Mn y ckngaHoMy Tlinni ®paHc, OYUCTKM IHCYMiHY Ni3npo
KapTpuoxi, ®paHuin
BKNageHomy y [MepiognyHicTb NogaHHA perynsipHo
LLINPUL-PYYKY OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANOBIgHO A0
KBikleH; no 5 Mopsagky 3nincHeHHsA dhapmakoHarnaay,
LUNPUL-PYHOK Y 3aTBepkeHoro Hakasom MiHicTepcTBa
KapTOHHIN nayui; no OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
10 mn y cknaHomy 2006 poky Ne 898, sapeecTpoBaHoro B
dnakoHi; no 1 MiHicTepcTsi tocTudii Ykpainm 29 ciuna 2007
cnakoHy B poky 3a Ne 73/13340 (y pepakuii Hakasy
KapTOHHIN ynakoBLj MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHoO 3i CTpOKamu, 3a3HavyeHUMn y
nepioAMYHOCTI NOAAHHSA perynspHuX 3BiTiB 3
Besneku.
196. | XYMIPA® PO34MH ANs iH'eKLin, EGGBI LLsenuapi BMPOGHMLUTBO Himeyumna BHECEHHS 3MiH 10 peecTpauiiHuX maTepianis: 3a - UA/16818/01/02
40 mr/0,4 mn; no 0,4 | Biodapmack a nikapcbkoro 3acoby, TexHiYHa nomurka (3rigHo Hakaly MO3 Big peuenmom
MIT PO3YUHY Y toTikan3 nepBuHHe 23.07.2015 Ne 460)
nonepegHL0 m6X nakyBaHHs: Bettep BUNPaBEHHSA TEXHIYHOI NOMWIKN, 3rigHO N.2.4.
HarnoBHEHOMY Papma-depTiryHr posginy VI Hakady MO3 Ykpainu Big
OLHOO030BOMY 'm6X i Ko. KT, 26.08.2005p. Ne 426 (y penakuii Hakasy MO3
wnpwui; no 1 HimeyumnHa; Ykpainu Big 23.07.2015 p Ne 460) —
wnpuuy pasom 3 1 BTOPUHHE BunpaBneHHs TeXHIYHOI MOMWUIKX NOB’A3aHO 3
CepBEeTKOI0, nakyBaHHs: Bettep HEBIPHUM nepeknaaoM B cneundikadii Ta
npocskHyTow 70 % dapma-depTiryHr MeToAax KOHTPOS0 HalMeHYBaHHS NMoKasHMKa
isonponinosum Mv6X i Ko. KT, «Purity, Size Exclusion HPLC». 3a3HaueHe
cnvpToMm (B HimeyuuHa; BUNPaBIIEHHS BiANoBigae apXiBHNUM

namiHoBaHoMy
nonieTMneHom
nanepi), BMiLLeHi y
KOHTYPHY YapyHKOBY
ynakoBKy; no 2
wnpuum (y
KOHTYPHIV
YapyHKOBIN ynakoBLi
3 1 cepBeTKOO
KOXEH) Y KapTOHHIl
Kopoo6Li

TecTyBaHHsi: EGOBI
Donuneng MvéX i
Ko. KI', HimeuyunHa;
BUMNYyck cepii: E6GBI
BioTekHonooxi
'M6X, Himeyunna

MaTepianam peecTpauiiHoro ocbe
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
197. | XYMIPA® PO34MH AN iH'EKLN, EGGBI LLseviLapi BUPOBHMLUTBO Himeyunna BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a - UA/16818/01/01
20 mr/0,2 mn; no 0,2 Biocapmacb a nikapcbkoro 3acoy, TexHiyHa nomunka (3rigHo Hakady MO3 Big peuernmom
M1 PO3YUHY Y loTikana nepBUHHE 23.07.2015 Ne 460) - BunpaBneHHs TeXHIYHOI
nonepegHLo m6X nakyBaHHs: Bettep noMunku, 3rigHo n.2.4. posginy VI Hakazy MO3
HarnoBHEeHOMY Papma-depTiryHr Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
OLHOO030BOMY 'M6X i Ko. K, Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460)
wnpwui, no 1 Himeuumna; — BrnpaBneHHst TEXHIYHOT MOMUIKM NOB’A3aHO
Lwnpuy pasom 3 1 BTOPUHHE 3 HeBipHMM nepeknagom B cneundikadii Ta
CepBeTKOH, nakyBaHHs: MeToAax KOHTPOI0 HaNMeHyBaHHsI MOKa3HWUKa
npocsikHyToto 70 % Bettep dapma- «Purity, Size Exclusion HPLC». 3a3HaueHe
isonponinosum ®epriryHr F'm6X i Ko. BWMpaBIIEHHS BiANOBiAae apXiBHUM
cnmpToMm (B KI', HimewunHa; Marepianam peecTpauiiHoro 4ocke
namiHoBaHoMy TecTyBaHHs: EGGBI
nonieTuneHom DonuneHg M'moX i
nanepi), BMiLLyoTb y Ko. KT, HimeuyunHa;
KOHTYPHY YapyHKOBY BUnyck cepii: E6G6BI
ynakoBKy; no 2 BioTekHonooxi
wnpuum (y 'M6X, HimeuwunHa
KOHTYPHIN
YapyHKOBIN ynakoBLi
3 1 cepBeTKOO
KOXKEH) Y KapTOHHIMN
Kopobui
198. | UE3EPA® TabneTkn, BKPUTI KPKA, a.4., CnoBeHis BiAnoBiganbHWIA 3a CnoBeHis BHECEHHS1 3MiH [0 peecTpauiiHMx maTtepianis: 6es - UA/11692/01/01
NniBKOBOIO HoBo mecTO BMPOGHMLTBO «in 3minu | Trny - 3miHu 3 sikocTi. ADI. peuenma
o6ornoHkKoto, no 5 wr, bulk», nepBuHHe Ta CrabinbHicTb. 3MiHa nepiofy NOBTOPHMX
no 10 Tabnetok y BTOPUHHE BuNpobyBaHb/nepioay 36epiraHHst abo ymoB
6nicTepi; no 1, abo nakyBaHHs, 36epiraHHs APl (3a BigcyTHOCTI Y
no 2, abo no 3 KOHTPOMb Ta BUMYCK 3aTBEpAKEHOMY 10ChE cepTudikara
Gnictepu B cepil BignoBigHOCTi EBponenchkii hapmakonei, Lo
KapTOHHiI kopobui KPKA, a.4., Hoso BKIOYA€E nepiof, NOBTOPHOrO BUNPOBYBaHHS)
mecTto, CrnoBeHis (nepioa noBTOpHOro BUNpobyBaHHA/nepios
BiAnoBiganbHWIA 3a 36epiraHHs) - 36inbLUeHHss abo BBeAEHHS
nepBUHHE Ta nepiogy NoBTOpHOro BunpobyBaHHs/nepiogy
BTOPUHHE 36epiraHHst Ha OCHOBI pe3ynbTaTiB A4OCNiAXEHb
nakyBaHHs y peanbHOMy 4aci - 3MiHa nepiogy NOBTOPHUX
KPKA, a.4., Hoso BunpobyBaHb AD| NeBOLETUPU3UHY
mecTto, CnoBeHis avrigpoxnopug 3 2-x pokiB A0 3-X POKiB.
BignoBiganbHUN 3a BBeaeHHs 3MiH NnpoTsrom 6-Tu Mmicaui 3 gatn
BMPOGHMLTBO «in 3aTBEPKEHHS.
bulk», nepBuHHe Ta
BTOPUHHE
nakyBaHHsi
KPKA, a.a., Hoso
mecTo, CnoBeHis
199. | UENECTOAOE | masb, no 30 r B Ty6i; OpraHoH LLisenuapi OpraHoH XeicT 68 Benbrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a He UA/3403/02/01
PM-B® 3 no 1 1y6iy CeHtpan lct A 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae
FTAPAMILUVH KapTOHHiI kopobuyi 6X HalMeHyBaHHs1 Ta/abo agpecu Micus
OM NpOBaKeHHS OisnbHOCTI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMPOOHWKa/iMnopTepa rotToBoro Nikapcbkoro
3acoby, BKNoYayum AinbHULI BUMYCKy cepil
abo micLe NpoBeAeHHs! KOHTPOIO SKOCTI.
(DisinbHiCTb, 3a Ky Bignosinae
BUPOGHWK/IMMNOPTEP, BKIOYAKOUN BUMYCK
cepin) AgMmiHicTpaTMBHa 3MiHa Ha3BuM
BMpobHumka 113, Takox BHOCUMTbLCA He3HauHe
KoperyBaHHsi 4o agpecu. BupobHuya ainbHuus
Ta yci BUpoOHMYi onepadii 3anuwatoTbcs
He3MiHHUMK. 3MiHM BHECEHO B IHCTPYKLiO Ans
MeANYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
y po3ginu «BupoGHuk» Ta
«MicuesHaxomkeHHst BUpobHuka Ta agpeca
MiCList MPOBaOKEHHSA NOro AisinbHOCTI» 3
BiANOBIAHNMW 3MiHAMW Y TEKCTI MapKyBaHHS
ynakoBKW nikapcbkoro 3acoby. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicauiB nmicnsi
3aTBEPOAKEHHS.
200. | UE®A3O0NIH NOPOLLIOK ANA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/14477/01/01
pOo34nHy AnA "Kniemeanp "KniBmepgnpenapar” 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI peuernmom
iHekuinno 0,5r; 10 enapar” nikapcbkuii 3aci6. Cuctema
crakoHiB 3 KOHTeWHep/3aKynoptoBanbHWiA 3aci6 (iHLi
NOPOLLIKOM Y 3MiHn). BunyyenHs 3 p. 3.2.P.7. Cuctema
KOHTYPHIN KOHTelHep/ 3akyrnoptoBanbHuiA 3acio
YapyHKOBIN HanMeHyBaHHs1 pipM-BUPOGHMUKIB NEPBUHHUX
ynakoBsLj; no 1 nakyBanbHUX MaTepianiB (CKIMAHNX (naKoHiIB,
KOHTYPHIW npobku ryMoBi Ha OCHOBI FrarnoreHi3oBaHoro
YapyHKOBIN ynakoBLi 6yTunkaydyka | Tuny Ta rymoBux npobok) Ta
y nayui BMPOBHVKa NaKkyBanbHOro Matepiany (CKnsHi
dnakoHn) BAT «MepgcTteknoy, r. KnuH, Pocis
Ta OAO «Tyiimasucteknoy», Pocisi.
201. | LUE®A3O0NIH NOPOLLIOK ANA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3a - UA/14477/01/02
PO34nHY Ans "Kuismegnp "KuiBmegnpenapat" 3MiHu | Tuny - 3MiHn 3 sikocTi. FoToBUMIA peuenmom
iH'ekuinno1,0r, 10 enapat” nikapcbkuii 3aci6. Cuctema
dnakoHiB 3 KOHTeWHep/3aKynoproBanbHUii 3aci6 (iHLwi
NOPOLLIKOM Y 3MiHn). BunyyenHs 3 p. 3.2.P.7. Cuctema
KOHTYPHIW KOHTeWHep/ 3aKynoptoBarnbHWi 3acio
YapyHKOBIN HanMeHyBaHHS ipM-BUPOGHWKIB NEPBUHHUX
ynakosui; no 1 nakyBanbHUX MaTepianiB (CKNsHUX hrakoHiIB,
KOHTYPHIV npobku ryMoBi Ha OCHOBI FrarnoreHi3oBaHoro
YapyHKOBIN ynakoBLi 6yTunkaydyka | Tuny Ta rymoBux npobok) Ta
y navui BMPOGHYVKa NakyBanbHOro Matepiany (CKMsiHi
nakoHn) BAT «MeacTteknoy, r. KnuH, Pocis
T1a OAO «Tynmasuctekno», Pocis.
202. | UE®A3O0NIH NOPOLLIOK AN MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/15387/01/01
pO34nHYy AnA aKujioHepHe aKujioHepHe 3miHu | Trny - 3miHm 3 akocTi. CepTudikat peuernmom
iH'ekuinno 1,0r; 1 TOBapUCTBO TOBapUCTBO BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
abo 5, abo 50 «Jlekxim- «Jlekxim-XapkiB», €Bponelicbkiit hapmakonei/MoHorpadii.
criakoHiB 3 XapkiB» YkpaiHa 3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NOPOLLKOM Y navui 3 (nakyBaHHS i3 y BiAnoBigHicTb 40 MoHorpadii APY abo
KapToHy; no 1 abo 5 dopmu in bulk €sponelicbkoi hapmakonei, abo iHwof
crakoHiB 3 dipMu-BrpobHMKa HauioHanbHoi hapmakonei gepxasn €C
NOPOLLKOM y Ksiny (3miHa y cneuudikauisix, noe'sa3aHa 3i 3MmiHaMm
GnicTepi; no 1 ®apmaveyTikan Ko., B [1®Y, abo €Bponeiicbkin hapmakonei, abo
Gnictepy B nauui 3 Jta., Kutan) iHLWIN HauioHanbHii hapmakonei aepXxasun
KapToHy; 1 cprnakoH 3 TOB «Jlekxim- €C) CynyTHS 3MiHa - 3MiHK 3 SIKOCTi.
nopotuxkom Ta 1 Ob6yxiB», YkpaiHa CeprtudikaT BignosigHocTi/l E-ceptudikat
amnyna 3 (nakyBaHHS i3 BignoBigHOCTI €BponeiichbKii
PO34YMHHUKOM (BOAA dopmum in bulk chapmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
ans iv’ekuin) no 10 pipMun-BUPOGHMKa HeobXiaHICTIO NpMBEAEHHS Y BIANOBIAHICTb 40
mn B 6nictepi; no 1 Keiny MoHorpadii IdY abo €Bponencbkoi
Gnictepy B navui 3 dapmaveyTikan Ko., capmakonei, abo iHWOoi HaLioHanbHOI
KapTOHY Ita., Kutawn) dapmakonei gepxasu €C (iHLi 3MiHK)
npuBeAeHHA cneumdikadii Ta meTogis
KOHTPOIO SIKOCTi po3ynHHUKa Boga ansi
iH’ekuin oo Bumor moHorpadii « Water for
injections» €®, a TakoXX BHECEHO 3MiHN B
po3ain «Cknag» MKA N3 (gogaeTbes 1
amMnyrna 3 po3ynHHUkom (Boaga ons iH’ekuin, no
10 mn B amnyni)
203. | UE®A3O0NIH NOPOLLOK AN MpusaTHe YkpaiHa BMPOGHMLUTBO Ta YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/18375/01/01
KOMBI PO3YMHY ANS iH'EKUiN | aKuioHepHe nepBuHHe 3miHu | Trny - 3minm 3 AkocTi. CepTudikat peuernmom
no 0,5r; no 1 abo TOBapUCTBO nakyBaHHSA BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
10, abo 50 "Nekxim - PO34YNHHUKIB, €Bponelicbkiit hapmakonei/MmoHorpadii.
dnakoHiB y naui; XapkiB" BTOPUHHE 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS
no 1 dnakoHy y nakyBaHHs, y BignoBigHicTb Ao MoHorpadii APY abo

6nictep, 1 6nictep y
nayui; no 5
dnakoHiB y bnicTep,
no 2 6nictepn y
navui; 1 donakoH 3
nopotukom Ta 1
amnyna po34ynHHuKa
(Boga Anst iH'exuin
no 5 mn B amnyni) y
6nicTepi, 1 6nictep
y nayui

KOHTPOMb Ta BUNYCK
cepii rotoBoro
nikapcbkoro 3acoby:
MpuBaTHe
akuioHepHe
TOBapuCTBO "fNekxim
- XapkiB", YkpaiHa
BUPOOHMLTBO Ta
nepBuHHe
nakyBaHHSI MOPOLLIKY:
PetoHr
dapmacbioTukan
Ko., lTa., Kutaiicbka
HapogHa
Pecny6nika
BTOPWHHE
nakyBaHHs,
KOHTPOMb Ta BUNYCK
cepii rotToBoro
nikapcbKkoro 3acoby:
TOB "Mekxim-
O6yxiB", YkpaiHa

€Bponelicbkoi thapmakonei, abo iHwoi
HauioHanbHoi bapmakonei aepxasu €C
(3miHa y cneumdikaLisx, nos's3aHa 3i 3aMiHaMu
B ®Y, abo Esponevickkint dpapmakonei, abo
iHLWIiM HauioHanbHIN dapmakonei Aepxasm
€C) CynyTHs 3MiHa - 3MiHU 3 SKOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigNOBIOHOCTI €BponenchbKii
dapmakonei/MmoHorpadii. 3mMiHK, NoB'a3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo €Bponerncbkoi
dapmakonei, abo iHLWOoi HaLioHanbHOT
apmakonei aepxasu €C (iHLWi 3MiHW)
npvBeAeHHs cneuudikadii Ta metoais
KOHTPOIO AIKOCTi pO34MHHMKa Boaa ans
iH’ekUi oo BMMor MoHorpadii «Water for
injections» €.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
204. | LE®A3O0ONIH NOPOLLIOK A1s MpuBaTHe YkpaiHa BUPOOBHMLTBO Ta YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a - UA/18375/01/02
KOMBI PO3YMHY ANS iH'EKUin | akuioHepHe nepBuHHe 3miHn | Tvny - 3minn 3 AkocTi. CepTudikat peuernmom
no1r;no1ab6o 5, TOBapUCTBO nakyBaHHA BignosigHocTi/ME-cepTudikaT BigNOBIgHOCTI
abo 50 dpnakoHiB y "Nekxim - PO34YNHHUKIB, €BponeWcbkin dhapmakonei/MoHorpadii.
nayui; no 1 abo 5 Xapkis" BTOPUHHE 3MiHu, noB'A3aHi 3 HeobXiAHICTIO NpVYBEAEHHS!
cdnakoHiB y Gnictep, nakyBaHHs, y BiAnoBigHicTb 40 MoHorpadii APY abo
1 Gnictep y nayuj; 1 KOHTPOSb Ta BMMYCK €BponeincbKoi hapmakonei, abo iHLwoi
NaKoH 3 MOPOLLKOM cepii rotoBoro HauioHanbHoi bapmakonei gepxasu €C
Ta 1 amnyna nikapcbKoro 3acoby: (3miHa y cneuudikauisix, noB'sa3aHa 3i 3miHaMm
po3ynHHMKa (Boga MpuBaTHe B [1dY, abo €Bponeicokin dhapmakonei, abo
Ans iH'ekuin no 10 akuioHepHe iHLWIiN HauioHanbHIn dapmakonei Aepxasmn
MA B amnyni) y TOBapUCTBO "Jlekxim €C) CynyTHs1 3MiHa - 3MiHK 3 SIKOCTI.
Gnictepi, 1 6nictep - XapkiB", YkpaiHa CepTudikat BignosigHocTi/[E-cepTudikat
y nayui BMPOBHMLTBO Ta BiANOBIAHOCTI €Bponencokin
nepBuHHE capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
nakyBaHHS NOPOLLIKY: HeoOXiaHICTIO NpuBeaeHHs Yy BignoBigHIiCTb 40
PetoHr MoHorpadii JdY abo €Bponencbkoi
dapmacboTukan capmakonei, abo iHWOoi HaLlioHanbHOI
Ko., Ita., Kntaricbka capmakonei gepxasu €C (iHLwi 3MiHW)
HapogHa npuBeaeHHs cneuudikauii Ta meTogis
Pecny6nika KOHTPOIMIO AKOCTi po3unHHMKa Boga ang
BTOPUHHE iH’ekLin oo Bumor moHorpadii « Water for
nakyBaHHs, injections» €®.
KOHTPOMb Ta BUMYCK
cepil roToBoro
nikapcbKoro 3acoby:
TOB "lekxim-
O6yxiB", YkpaiHa
205. | LE®ENIM NOPOLLIOK ANA MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3a - UA/13564/01/01
PO34MHY Ans iH'eKLin | akuioHepHe akuioHepHe 3miHu | Tuny - 3minm 3 sikocTi. CepTudpikat peuenmom
no 1,0r; 1 a6o 5, TOBapuCTBO TOBapuCTBO BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
abo 50 dnakoHiB 3 "Nekxim- "Jlekxim-Xapkis", €Bponelicbkin hapmakonei/moHorpadii.
NOPOLLIKOM Y nauui 3 Xapkis" YkpaiHa 3MiHK, NoB'sA3aHi 3 HeOOXiAHICTIO NPUBEAEHHS!
KapToHy; 1 abo 5 (nakyBaHHs i3 y BignoBigHicTb A0 MoHorpadii APY abo
dnakoHiB 3 dopmu in bulk €Bponelcbkoi hapmakonei, abo iHwoi
NOPOLLIKOM Y pipMun-BUPOGHIMKa HauioHanbHoi hbapmakonei aepxasu €C
6nicTepi; no 1 Ksiny (3miHa y cneumdikaLisx, nos's3aHa 3i 3aMiHaMu
bnictepy y nayui 3 dapmaveyTikan Ko., B [1®Y, abo €ponencokin papmakonei, abo
KapToHy; 1 cprnakoH 3 Ita., Kutait) iHLWin HauioHanbHiN papmakonei Aepxxasun
nopotukom Ta 1 TOB "lekxim- €C) CynyTHsi 3MiHa: 3MiHW 3 SIKOCTI.

amnyna 3
po34nHHUKOM o 10
Mn (Boga ans

iH ekuin) y bricTepi;
no 1 6nictepy y
nadui 3 KapToHy

Ob6yxiB", YkpaiHa
(nakyBaHHs i3
dopmum in bulk

ipMun-BUpOoBHMKa

Ksiny
®apmaveyTikan Ko.,
Ita, Kutan)

CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BigMNoBIgHICTE 0O
MoHorpadii PY abo Esponencekoi
dapmakonei, abo iHLWOoi HaLioHanbHOT
dapmakonei gepxasu €C (iHLWi 3MiHW)
MpuBeaeHHs cneundikadii Ta meToais
KOHTPO0 AIKOCTi po34nHHMKa Boaa ans
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
iH’ekuin oo Bumor moHorpadii « Water for
injections» €®, a TakoXX BHECEHO 3MiHU B
po3ain «Cknag» MKA N3 (gopaeTben 1
amMnyrna 3 po3ynHHUKom (Boga gns iH’ekuin, no
10 mn B amnyni)
206. | LE®OTAKCWU | nopoluok ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/14375/01/01
M po3umnHy Ans iH'ekuin | "Kuismeanp "Kviemegnpenapar” 3MiHW | Tuny - 3MiHK 3 akocTi. FoToBMI peuernmom
no1,0r; 10 enapart” nikapcbkuit 3aci6. Cuctema
crakoHiB 3 KOHTeWHep/3aKynoptoBanbHWiA 3aci6 (iHLWi
NOPOLLIKOM Y 3MiHuM) BUNyYeHHs 3 p. 3.2.P.7. Cuctema
KOHTYPHIl KOHTEeWHep/ 3aKyrnoptoBarnbHUi 3acio
YapyHKOBIn HariMeHyBaHHS pipM-BMPOOHUKIB NEPBUHHUX
ynakosui; no 1 nakyBanbHWUX MaTepianis (CKNsAHMX NaKkoHiB,
KOHTYPHIW npobku rymosi Ans niodinizauii Ha OCHOBI
YapyHKOBI ynakoBLi ranoreHizoBaHoro 6yTtunkaydyka | Tuny Ta
y navui rymoBux npobok) Ta BUpo6HMKa nakyBanbHOro
martepiany (cknsiHi onakoxHn) BAT
"Meactekno", r.KnuH, Pocis
207. | LE®OTAKCH | nopotok ans MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/13415/01/01
M PO3YMHY ANS iH'EKUiN | aKuioHepHe akKuioHepHe 3miHu | Tvny - 3minm 3 AkocTi. CepTudikat peuernmom
no 1,0r; 1 a6o 5, TOBapUCTBO TOBapUCTBO BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
abo 50 dnakoHiB 3 "Nekxim- "Jlekxim-Xapkis", €Bponelicbkin hapmakonei/moHorpadii.
NOPOLLKOM Y navui 3 XapkiB" YkpaiHa 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS
KkapToHy; 1 abo 5 (nakyBaHHs i3 Y BiAnoBigHicTb 4o MoHorpadii AdPY abo
dnakoHiB 3 dopmu in bulk €Bponelicbkoi hapmakonei, abo iHwoi
NOPOLLIKOM Y dipMun-BnpobHMKa HauioHanbHoi hbapmakonei aepxasu €C
6nicTepi; no 1 Qilu Pharmaceutical (3miHa y cneumdikaLisx, nos's3aHa 3i 3MiHaMm
6nictepy y nayui 3 Co., Ltd., Kutan) B [1®Y, abo Esponevickkin dapmakonei, abo
KapTOHy; 1 donakoH 3 TOB «Jlekxim- iHLWIiM HauioHanbHIN dapmakonei Aepxasm
nopotukom Ta 1 Ob6yxiB», YkpaiHa €C) CynyTHsi 3MiHa: 3MiHK 3 SIKOCTI.
amnyna 3 (nakyBaHHS i3 CeprudikaT BignosigHocTi/lE-cepTudikat
po34nHHMKoM no 10 dopmu in bulk BiANOBIAHOCTI €Bponencokin
mn (Bopa ans pipMun-BUPOGHIMKa dapmakonei/MoHorpadii. 3miHK, NoB'aA3aHi 3
iH ekuin) y GnicTepi; Qilu Pharmaceutical HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
no 1 6nictepy y Co. Ltd., Kutan) moHorpadii PY abo €sponencokoi
nadui 3 KapToHy dapmakonei, abo iHLWOoi HaLioHanbHOT
apmakonei aepxasu €C (iHLi 3MiHW)
MpuBeneHHs cneundikadii Ta meToais
KOHTPOMIO SIKOCTi po3ynHHUKa Boaa ansi
iH’ekUil oo BMMor MoHorpadii «Water for
injections» €®, a TakoXX BHECEHO 3MiHN B
po3gin «Cknag» MKA N3 (nopaetbes 1
amnyna 3 po34nHHUKoM (Boga ans iH'ekuiit, no
10 mn B amnyni)
208. | LE®OTAKCHU | nopotuok ans MpuBaTHe YkpaiHa BUPOGHMLUTBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/18260/01/01
M KOMBI PO3YMHY ANS iH'EKUin | akuioHepHe nepBUHHE KuTaricbka 3MiHn | Tuny - 3MiHm 3 gkocTi. CepTudikar peuernmom
no0,5r; 1 a6o 10, TOBapuUCTBO nakyBaHHs1 HapopgHa BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
abo 50 dnakoHiB 3 "Nekxim- PO34YNHHUKIB; Pecny6bnika €Bponelicbkiit hapmakonei/MoHorpadii.
NOPOLLKOM Y Naykax; XapkiB" BTOPUHHE 3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
1 conakoH 3 nakyBaHHs, y BiAnoBigHicTb 40 MoHorpadii APY abo
nopotukom Ta 1 KOHTPOIb Ta BUMYCK €sponelicbkoi hapmakonei, abo iHwof
amnyrna 3 cepii rotoBoro HauioHanbHoi hapmakonei gepxasn €C
po34nHHUKOM (Boaa nikapcbKoro 3acoby: (3miHa y cneuudpikauisix, noe'sa3aHa 3i 3MmiHaMu
ans iH'ekuin no 5 mn MpuBaTHe B [1®Y, abo €Bponeiicbkin hapmakonei, abo
B amnyni) B GnicTepi; akuioHepHe iHLWIN HauioHanbHii hapmakonei aepXxasun
no 1 Gnictepy y TOBapUCTBO €C). CynyTHs 3MiHa - 3MiHW 3 SIKOCTi.
nayui; no 1 dnakoHy "Jlekxim-Xapkis", CeprtudikaT BignosigHocTi/l E-ceptudikat
3 NMOPOLLKOM Y YkpaiHa BignoBigHOCTI €BponeiichbKii
Gnictepi, 1 6nictep BTOPUHHE capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
y nadui; no 5 naKyBaHHs, HeoOXiaHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
cbnakoHiB 3 KOHTPOSb Ta BUMYCK MoHorpadii IdY abo €Bponencbkoi
NOPOLLKOM Y cepii roToBoro capmakonei, abo iHWOoi HaLioHanbHOI
6nicTepi, 2 6nictepu nikapcbKkoro 3acoby: dapmakonei gepxasu €C (iHLi 3MiHK)
y navui TOB "Nekxim- npuBeAeHHA cneumdikadii Ta meTogis
OO6yxiB", YkpaiHa KOHTPOIMIO AKOCTi po3unHHMKa Boga ang
BUPOOHMLTBO Ta iH’ekuin oo Bumor moHorpadii « Water for
nepBuHHe injections» €.
nakyBaHHSi MOPOLLIKY:
PetoHr
dapmacbtoTukan
Ko., IlTa., Kutaiicbka
HapogHa
Pecny6nika
209. | LE®OTAKCHU | nopotuok ans MpuBaTHe YkpaiHa BUPOGHMLUTBO Ta Ykpaina/ BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a - UA/18260/01/02
M KOMBI PO34nHY Ans iH'eKin | akuioHepHe nepBUHHE Kutanceka 3MiHn | TUny - 3MiHu 3 skocTi. CepTudikar peuenmom
no 1r; 1 hnakon 3 TOBapucCTBo nakyBaHHsi HapogHa BignoBigHocTi/lE-cepTudikaTt BiANOBIAHOCTI
nopotukom Ta 1 "Nekxim- PO34YNHHUKIB; Pecny6nika €Bponelicbkiit hapmakonei/MoHorpadii.
amnyna 3 Xapkis" BTOPUHHE 3MiHu, NoB's3aHi 3 HEOOXiAHICTIO NPUBEAEHHS!
posumHHukom (Boaa nakyBaHHs, y BignNoBigHICTb A0 MoHorpadii APY abo

ans in'ekuin no 10
M B amnyni) B
Gnictepi; no 1
6nictepy y nauui; 1
PNaKoH 3 NMOPOLLKOM
Ta 1 amnyna 3
PO34YMHHUKOM
(NigokaiH, po3ynH
ons iv'ekuin 10
Mmr/mn no 5 mn B
amnyni) B GnicTepi;
no 1 6nictepy y
navui

KOHTPOMb Ta BUNYCK
cepii rotToBOro
nikapcbKoro 3acoby:
MpuBaTHe
akuioHepHe
TOBapUCTBO
"Nekxim-XapkiB",
YkpaiHa; BTOpUHHe
nakyBaHHs,
KOHTPOMb Ta BUNYCK
cepii rotoBoro
nikapcbKkoro 3acoby:
TOB "Mekxim-
O6yxiB", YkpaiHa;
BUPOOHMLTBO Ta
nepBuHHe
naKyBaHHSI MOPOLLIKY:

€Bponelicbkoi thapmakonei, abo iHwoi
HauioHanbHoi hbapmakonei aepxasu €C
(3miHa y cneuudikauisx, nos'asaHa 3i 3MmiHaMm
B [®Y, abo EBponevickkinn dhapmakonei, abo
iHWin HauioHanbHiN dpapmakonei gep>xasun
€C). CynyTHsA 3miHa - 3MiHW 3 SKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponenchkii
cbapmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii PY abo Esponencekoi
cbapmakonei, abo iHWOoi HaLioHanbHOI
apmakonei aepxasu €C (iHLWi 3MiHW)
npvBeaeHHs cneuudikauii Ta metoais
KOHTPOMIO SIKOCTi po3ynHHUKa Boga ans
iH’ekUil oo BMMor MoHorpadii «Water for
injections» €.
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PetoHr
dapmacbioTukan
Ko., IlTa., Kutaiicbka
HapoaHa
Pecnybnika
210. | LE®TA3MOUN | nopoluok ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/13768/01/01
M PO3YMHY ANS iH'EKUin | aKuioHepHe akuioHepHe 3MiHn | Tuny - 3MiHn 3 sKkocTi. CepTudikar peuernmom
no1,0r; 1abo 5, TOBapucTBO TOBapuCTBO BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
abo 50 dpnakoHiB 3 «Jlekxim- «Jlekxim-XapkiB», €BponeWcbkin dhapmakonei/MoHorpadii.
NOPOLLKOM Y navui 3 XapkiB» YkpaiHa (nakyBaHHs 3MiHK, NoB's3aHi 3 HeOOXiAHICTIO NPYBEOEHHS
KapToHy; 1 abo 5 i3 popmu in bulk y BignoBigHicTe Ao MoHorpadii APY abo
cbnakoHiB 3 ipMu-BnpobHMKa €Bponeicbkoi hapmakonei, abo iHLWoi
NOPOLLKOM Y Ksiny HauioHanbHoi hapmakonei gepxasn €C
6nictepi; no 1 dapmaueyTikan Ko., (3miHa y cneumdikauisx, nos'sa3aHa 3i 3aMiHaMu
Gnictepy B navui 3 Jta., Kutan); TOB B [1dY, abo €Bponeicokin dhapmakonei, abo
KapTOHY;1 chnakoH 3 "Nekxim-O6yxis", iHLWIiM HauioHanbHIK dhapmakonei aepxasun
nopotukom Ta 1 YKkpaiHa (nakyBaHHS €C). CynyTHs 3MiHa - 3MiHW 3 SKOCTi.
amnyna 3 i3 oopmu in bulk CepTudikat BignosigHocTi/[E-cepTudikat
PO34YNHHUKOM (BOZa hipMu-BnpobHMKa BignoBigHOCTI €Bponeiichbkin
ans iv’ekuii no 10 Ksiny bapmaxkonei/moHorpadii. 3MiHK, NoB'A3aHi 3
MA B amnyni) y dapmaveyTikan Ko., HeoOXiaHICTIO NpuBeaeHHs y BignoBigHiCTe 4o
Gnictepi; no 1 Ntg., Kutai) MoHorpadii dY abo €Bponencbkoi
Gnictepy B nayui 3 apmakonei, abo iHLWOI HauioHanNbHOT
KapTOHY capmakonei gepxasu €C (iHwWi 3MiHW)
npvBeaeHHs cneuudikauii Ta meToais
KOHTPOIO AKOCTi po3unHHuka Boga ans
iH’ekUi oo BMMor MoHorpadii «Water for
injections» €®, a TakoX BHECEHO 3MiHU B
po3gin «Cknag» MKA N3 (gopaetses 1
amnyna 3 po3unHHuKoM (Bopa ans iH’ekuin, no
10 mn B amnyni)
211. | UE®TPUAKC | mopotiuok ans MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3a - UA/13240/01/01
OH PO34MHY Ans iH'eKLin | akuioHepHe akuioHepHe 3MiHn | TUny - 3MiHu 3 sikocTi. CepTudikar peuenmom
no1,0r;1,a6o 5, TOBapuCTBO TOBapuCTBO BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
abo 50 dnakoHiB 3 "Nekxim- "Jlekxim-Xapkis", €Bponelicbkin hapmakonei/moHorpadii.
NOPOLLIKOM Y nauui 3 Xapkis" YkpaiHa (nakyBaHHs 3MiHK, NoB'sA3aHi 3 HeOOXiAHICTIO NPYBEOEHHS!

KapToHy; 1 abo 5
dnakoHiB 3
MOPOLLKOM Yy
GnicTepi, no 1
Gnictepy y navdi 3
KapToHy; 1 cprnakoH 3
nopotukom Ta 1
amnyna 3
PO3YMHHUKOM
(NigokaiH, po3ynH
Ons v ekuin, 10
mr/mn, no 3,5 mn) y
GnicTepi; no 1

i3 dpopmu in bulk
dipMun-BnpobHMKa
Qilu Pharmaceutical
Co., Ltd, Kuran);
TOB "Jlekxim-
Ob6yxis", YkpaiHa
(nakyBaHHs i3
cdopmu in
bulkdipmu-
BMpo6HuKa Qilu
Pharmaceutical Co.,
Ltd, Kutan)

y BignNoBigHicTb A0 MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei aepxasu €C
(3miHa y cneumdikaLisx, nos's3aHa 3i 3aMiHaMu
B [1dY, abo €Bponencokin dhapmakonei, abo
iHLWin HauioHanbHiN papmakonei Aepxxasun
€C). CynyTHs 3MiHa- 3MiHU 3 SKOCTi.
CeprudikaTt BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponenchkii
dapmakonei/MoHorpadii. 3mMiHK, NoB's3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BigMNoBigHICTE OO
MoHorpadii PY abo Esponencbkoi
dapmakonei, abo iHLWoi HaLioHanbHOT
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

Gnictepy y navdi 3 dapmakonei gepxasu €C (iHLWi 3MiHW)

KapToHy;1 pnakoH 3 npvBeAeHHs cneumndikauii Ta meToais

nopoLukom Ta 1 KOHTPOMIO SIKOCTi po3ynHHUKa Boga ans

amnyna 3 iH’ekuin oo Bumor moHorpadii « Water for

po3unHHUKOM (Boaa injections» €®.

ans iv'ekuin, no 10

M B amnyni) y

GnicTepi; no 1

Gnictepy y navui 3

KapTOHY
212. | LE®TPUAKC | nopoiiok ans MpuBaTHe Ykpaina BMPOBOHMLTBO Ta Ykpaina/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/17943/01/02

OH 1000 PO34MHY ANg iH'eKUin | akuioHepHe nepBuHHE Kutancbka 3MiHn | TMny - 3miHn 3 skocTi. CepTudikat peuenmom

no1r; 1a6o 5, abo TOBapUCTBO nakyBaHHSA HapogHa BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI

50 donakoHis 3 "Nekxim- PO3YMHHWKIB; Pecny6nika €Bponelicbkin hapmakonei/moHorpadii.

NOPOLLKOM Y navu; 1 Xapkis" BTOPUHHE 3MiHW, NoB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS

bnakoH 3 NOPOLLKOM nakyBaHH4, Y BiANoBigHiCTb 40 MoHorpadii AdY abo

Ta 1 amnyna 3 KOHTPOIb Ta BUMYCK €Bponencbkoi hapmakonei, abo iHwoi

PO34YMHHUKOM cepii roToBoro HauioHanbHoi hapmakonei gepxasun €C

(nigokaiH, po3ynH nikapcbKkoro 3acoby: (3miHa y cneuudikauisix, noe'sa3aHa 3i 3MmiHaMm

ans iH'ekuin, 10 MpuBaTHe B [IdY, abo €Bponencokin dhapmakonei, abo

mr/mn no 3,5 mn B akuioHepHe iHLWIiM HauioHanbHIK dhapmakonei aepxasun

amnyni) y énicrepi; TOBapUCTBO €C) CynyTHs1 3MiHa - 3MiHK 3 SIKOCTI.

no 1 6nictepy y "Jlekxim-Xapkis", CeprudikaT BignosigHocTi/l E-cepTudikat

nayui; 1 donakoH 3 Ykpaina BignoBigHOCTI €Bponeiichbkin

nopotukom Ta 1 BTOPUHHE dapmakonei/MmoHorpadii. 3miHK, NoB'a3aHi 3

amnyna 3 nakyBaHH4, HeoOXiaHICTIO NpuBeaeHHS Yy BigNoBIgHICTE 0O

PO34MHHMKOM (BOAA KOHTPOSb Ta BUMYCK MoHorpadii APY abo Esponencbkoi

ans in'ekuin no 10 cepii rotToBOro dapmakonei, abo iHLWOoi HaLlioHanbHOT

MI B amnyni) y nikapcbkoro 3acoby: dapmakonei gepxasu €C (iHLi 3MiHWN)

6nicTepi; no 1 TOB "Nekxim- npvBeAeHHs cneuudikauii Ta meToais

6nictepy y nayui; 1 Ob6yxiB", YkpaiHa KOHTPOSIO SKOCTi po3ynHHuka Boga ans

abo 5 dnakoHiB 3 BMPOGHMLUTBO Ta iH’ekuin go Bumor moHorpadii «Water for

NOPOLLIKOM Y nepBUHHE injections» €.

6nicTepi; no 1 nakyBaHHS NMOPOLLIKY:

Gnictepy y nayui PetoHr

dapmacbioTukan
Ko., lTa., Kutaiicbka
HapogHa
Pecnybnika
213. | LE®TPUAKC | nopoluok Ans MpuBaTHe YkpaiHa BMPOOHMLTBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a - UA/17943/01/01
OH 500 PO34YMHY ANS iH'eKUin | akuioHepHe nepBUHHE KuTaricbka 3miHu | Trny - 3miHm 3 akocTi. CepTudikat peuernmom

no0,5r; 1a6o 10 TOBapuCTBO nakyBaHHs HapogHa BignoBigHocTi/E-cepTudikat BignoBigHOCTi

abo 50 dnakoHiB 3 "Nekxim- PO34YNHHUKIB; Pecny6bnika €Bponelicbkiit hapmakonei/MoHorpadii.

NOpPOLLKOM Y navui; 1 XapkiB" BTOPUHHE 3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS

riakoH 3 NOPOLLKOM nakyBaHHS, y BignoBigHicTb A0 MoHorpadii APY abo

y 6nicTepi, no 1
Gnictepy y nauui; 5
cdriakoHiB 3
NMOPOLLKOM Y

KOHTPOMb Ta BUNYCK
cepii rotoBoro
nikapcbkoro 3acoby:
MpuBaTHe

€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei aepxasu €C
(3miHa y cneumdikaLisx, nos's3aHa 3i 3MiHaMu
B [1®Y, abo EBponeiicbkin dpapmakonei, abo




121 [IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Gnictepi; no 2 akuioHepHe iHLWiN HauioHanbHi hapmakonei aepXxasun
6nictepu y nayuj; 1 TOBapuCTBO €C) CynyTHs 3MiHa - 3MiHU 3 SKOCTi.
(bnakoH 3 NOPOLLKOM "Nekxim-Xapkis", CepTudikat BignosigHocTi/[E-cepTudikat
Ta 1 amnyna 3 YkpaiHa BignoBigHOCTI €BponeiichbKii
PO34MHHMKOM (BOAA BTOPUHHE apmakonei/moHorpadii. 3MiHW, NoB'aA3aHi 3
Ons iH'ekuin no 5 mn nakyBaHH4, HeoOXiaHICTIO NpuBeaeHHs Yy BignoBigHICTe OO
B amnyni) y 6nicrepi; KOHTPOSb Ta BMMYCK MoHorpadii IdY abo €Bponencbkoi
no 1 6nictepy B cepii rotoBoro dapmakonei, abo iHLWOI HauioHanbHOT
nauui nikapcbkoro 3acoby: dapmakonei gepxasu €C (iHLWi 3MiHW)
TOB "Nekxim- npvBeAeHHs cneuudikadii Ta metoais
Ob6yxiB", YkpaiHa KOHTPONMIO AKOCTi po3unHHuka Boga ans
BUPOBHMLTBO Ta iH’ekuin oo Bumor moHorpadii « Water for
nepBuHHe injections» €.
nakyBaHHsI MOPOLLIKY:
PetoHr
dapmacbioTukan
Ko., N1a., Kutaiicbka
HapoagHa
Pecny6nika
214. | LE®TPIAKC NOPOLLIOK ANis MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/6126/01/01
OH po3umHy ans iH'ekuin | "Knismegnp "KviBmegnpenapat” 3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb peuenmom
no0,5r, 10 enapat” A®l. 3miHa y meTogax BunpobyBaHHa AP abo
drakoHiB 3 BUXIQHOro Matepiany/npoMikKHOro
MOPOLLIKOM Y npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
KOHTYPHIV npoueci BupobHuuTea API (iHWi 3miHK y
YapyHKOBIN mMeToAax BUNpobyBaHHSA (BKITHOYA4M 3aMiHy
ynakoBuj; no 1 abo gonosHeHHs1) A®| abo
KOHTYPHIV BVXiLHOro/NpoMi>KHOro NPoAyKTy) -

YapyHKOBIN ynakoBLi
B Mavui; pnakoHu 3
NOPOLLIKOM

[OMNOBHEHHS MeToAaiB BUNpobyBaHHSA ADI
MeTOAMKaMW BXiGHOrO KOHTPOMO ANst
anbTepHaTMBHOro BUpobHuka «LIVZON
SYNTPHARM CO., LTD. (ZHUHAI FTZ)»,
Kutai ans nokasHukis «lutome ontuyHe
ob6epTaHHs», «CynpoBiaHi JOMILLKUY,
«CTepunbHicTby, «KinbkicHe BU3HAYEHHS».
MeToau koHTponto A®I LiedTpiakcoHy
HaTpieBOi CoMi CTepurbHOI anbTepHaTUBHOIO
BMpobHuka «LIVZON SYNTPHARM CO., LTD.
(ZHUHAI FTZ)», Kutan, Bignosigatotb
BMMoram moHorpadii EP 10.0
«CEFTRIAXONE SODIUM». 3minu Il Tvny -
3miHu 3 sikocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKa BUXiOHOMO/MPOMiXXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BMpOGHMYOMy npoueci A®l, abo 3miHa
BMPOGHKMKa (BKMOYakouu, Ae HeobxiaHo, micue
npoBeaeHHs KOHTponto sikocTi) AdI (3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy




122

[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

[ocbke)(BBeAEHHS HOBOrO BMpPoOHUuka AdI 3
HagaHHaM macTep-danna Ha Adl). CynyTHs
3MiHa - 3MiHu 3 sikocTi. A®I. KoHTponb AdI.
3miHa y napameTpax crneundikaui Ta/abo
OONYyCTUMUX MEX, BUSHAYEHUX Y
cneungikauisx Ha A®l, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BUKOPUCTOBYOTLCS Y NpoLeci BUpobHULTBa
A (iHWi 3mMiHW) - BBEAEHHS arnbTepHaTUBHOIO
BnpobHuka A®I LledbTpiakcoHy HaTpieBa Cinb
ctepunbHa "LIVZON SYNTPHARM CO., LTD.
(ZHUHAI FTZ)", Kutait. Ak Hacnigok BHECEHHSI
3MiH B cneymdikalito Ta MeToamn BXigHOro
KOHTPOIIO 3a NoKasHMkamu "3anuLkoBi
KiNIbKOCTi OpraHivYHnX po34nHHMKIB",
«MexaHiyHi BKNoYeHHA», «bakTepianbHi
€HOOTOKCUHUY.
3artBepmkeHo: Cneuudikauis BupobHukis AdI
«Qilu Antibiotics Pharmaceutical Co., Ltd.»,
Kutam ta «Aurobindo Pharma Limited», IHgis
n. "3anuLIKoBi KINbKOCTi opraHivyHnX
PO34YNHHUKIB": ALETOH — He GinbLue 0,5%; n.
«MexaHi4Hi BKNOYEHHSA» HEBUAMMI YAaCTUHKUN —
CepefHsi KinbKiCTb YaCTUHOK B BUNPOOYBaHMX
oAaMHMUAX He Mae nepesuLtysaTti 6000 B 1
KOHTEWHepi AN YacTMHOK po3mipom 10 Mkm
yn GinbLue i He nepeswuwyBaTty 600 B 1
KOHTeMHepi Ans YacTMHOK 25 MKM 4u BinbLue,
BUANMI YACTUHKN — Bnanmi 4aCcTUHKM NOBUHHI
npakTnyHo ByTu BiacyTHi; n. «bakTepianbHi
eHAaoToKcUHM» — MeHwe 0,05 MO/mr
LedTpiakcoHy; 3anponoHOBaHO:
Cneuudikauis BupobHukis ADI «Qilu
Antibiotics Pharmaceutical Co., Ltd.», Kutan
Ta «Aurobindo Pharma Limitedy», IHgis n.
"3anuLuKoBi KinNbKOCTi OpraHiyHmX
PO34MHHUKIB": ALETOH — He GinbLue 0,5%; n.
«MexaHi4Hi BKNOYEHHSA» HEBUANMI YaCTUHKUN —
CepefHs KinbKiCTb YaCTUHOK B BUNPOOYBaHMX
oaVHMLAX He Mae nepesuLtysaTtn 6000 B 1
KOHTEeWHepi AN YacTMHOK po3mipom 10 Mkm
yun GinbLue i He nepeswuwyBaTtu 600 B 1
KOHTeMHepi Ans YacTMHOK 25 MKM 4u BinbLue,
BUANMI YACTUHKN — Bnanmi 4acTUHKM NOBUHHI
npakTnyHo ByTw BiacyTHi; n. «bakTepianbHi
eHAoTOKCUHU» — MeHwe 0,05 MO/mr
uedTpiakcoHy; Crneumdikauis BupobHvka AdI
"LIVZON SYNTPHARM CO., LTD. (ZHUHAI
FTZ)", Kutaii n. "3anuwikoBi KinbKocTi
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[IpooBxKeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
OpraHiyHMX po34mHHKKIB": ETaHON — He BinbLue
0,5 %, AueToHiTpun — He GinbLue 0,041 %,
AueToH — He Ginblwe 0,5 %, MeTunenxnopug —
He Ginblwe 0,06 %, TpueTunamiH — He GinbLue
0,625 %); n. «MexaHivHi BKIHOYEHHSA»
HEBUANMI YaCTUHKN — YaCcTUHOK po3mipom =
10 MkM — He GinbLue 3000 YacTUHOK/T.
YacTnHoK po3mMipom = 25 Mkm — He BinbLue
300 YaCTUHOK/T.; BUAUMI YACTUHKN —
MNpakTuyHo BiACYTHI; N. «bakTepianbHi
eHgoTokcnHmy — MeHwe 0,08 MO/wmr)
215. | LE®TPIAKC NOpOLLOK ANng MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/6126/01/02
OH po3umHy ans iH'ekuin | "Knismegnp "KuiBmegnpenapar" 3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb peuenmom
no1,0r, 10 enapart” AQ®Il. 3miHa y meTogax BunpobysaHHa APl abo
cbnakoHiB 3 BUXiQHOro matepiany/npomMikKHOro
MOPOLLIKOM Y npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
KOHTYPHIW npoueci BupobHmutea API (iHWwi 3miHW y
YapyHKOBIN MeToAax BUNpobyBaHHS (BKIKOYa4M 3amiHy
ynakosui; no 1 abo gonoBHeHHs1) AD| abo
KOHTYPHIW

YapyHKOBI ynakosLi
B Nauui; oriakoHm 3
NOPOLLIKOM

BVXiHOro/npoMiXXHOro NpoAayKTy) -
[OMOBHEHHS MeToziB BUNpoOyBaHHSA AdI
MeTOAMKaMKW BXiAHOrO KOHTPOMO ANs
anbTepHaTVMBHOro BUpobHuka «LIVZON
SYNTPHARM CO., LTD. (ZHUHAI FTZ)»,
Kutan ans nokasHukis «lutome ontuyHe
06epTaHHAY, «CynpoBigHi JOMILLKMY,
«CTepunbHicTby, «KinbkicHe BU3HAYEHHS».
MeToau koHTponto A®I LiedTpiakcoHy
HaTpieBOI CONi CTepUIbHOI anbTepHaTUBHOIO
BUpo6HuKa «LIVZON SYNTPHARM CO., LTD.
(ZHUHAI FTZ)», Kutan, Bignosigatotb
BMMoram moHorpadii EP 10.0
«CEFTRIAXONE SODIUM». 3minu Il Tuny -
3miHu 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BMPOGHMKa BUXIQHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BMpoGHMYoMy npoueci Adl, abo 3miHa
BMPOGHKMKa (BKNoYaoun, Ae HeobxiaHo, micue
npoBefeHHS KOHTPOo sikocTi) ADI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
[0Cbe)(BBEAEHHS HOBOTO BUpoGOHUKa AdI 3
HafaHHsM macTep-danna Ha Adl). CynyTHs
3MiHa - 3MiHu 3 axkocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudgikadi Ta/abo
OONYCTUMUX MeX, BUSHAYeHUX y
crneundikauisx Ha A®l, abo
BVXiAHWA/NPOMiXXHWI NpoayKT/pearexT, Wo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHULTBA
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1

A (iHWi 3mMiHW) - BBEAEHHS arnbTepHaTUBHOIO
BMpobHuKka A®| LiedbTpiakcoHy HaTpieBa cinb
ctepunbHa "LIVZON SYNTPHARM CO., LTD.
(ZHUHAI FTZ)", Kutait. Ak Hacnigok BHECEHHSI
3MiH B cneumdikaLiio Ta MeToan BXigHOro
KOHTPOIIO 32 NokasHMkamu "3anukosi
KiNIbKOCTi OpraHivYHnX po34nHHMKIB",
«MexaHiyHi BkntoveHHs», «bakrepianbHi
€HOOTOKCUHUY.
3artBepokeHo: Cneuudikauis BupobHukis ADI
«Qilu Antibiotics Pharmaceutical Co., Ltd.»,
Kutai ta «Aurobindo Pharma Limited», IHgis
n. "3anuLIKoBi KINbKOCTi opraHivyHnX
PO34MHHUKIB": ALeToH — He GinbLue 0,5%; n.
«MexaHi4Hi BKNOYEHHSA» HEBUANMI YaCTUHKN —
CepefHsi KinbKiCTb YaCTUHOK B BUNPOOYBaHMX
oavHMLAX He Mae nepesuLtyBaTtu 6000 B 1
KOHTEMHEpI N8 YacTMHOK po3mipoM 10 Mkm
4n BinbLue i He nepesuLyBaTt 600 B 1
KOHTEWHepi Anst YaCTUHOK 25 MkM 4u BinblLue,
BUAMMI YaCTUHKM — Bnanmi 4acTUHKM NOBUHHI
npakTuiHo 6yTun BiaCyTHI; N. «bakTepianbHi
€eHOO0TOKCUHUY — MeHwe 0,05 MO/mr
LedTpiakcoHy; 3anponoHOBaHO:
Cneundikauisi BupobHukis APl «Qilu
Antibiotics Pharmaceutical Co., Ltd.», Kutan
Ta «Aurobindo Pharma Limited», IHagis n.
"3anuLuKoBi KinbKOCTi opraHiyHmx
PO34YMHHUKIB": ALETOH — He BinbLue 0,5%; n.
«MexaHi4Hi BKNOYEHHS» HEBUANMI YaCTUHKUN —
CepefHsi KinbKiCTb YaCTUHOK B BUNPOBYBaHMX
oavHMLAX He Mae nepesuLtyBaTtu 6000 B 1
KOHTeWHepi Ans YacTUHOK po3Mipom 10 MKM
yn GinbLue i He nepeswuwyBaTty 600 B 1
KOHTEWHepi Anst YaCTUHOK 25 MkM uu BinbLue,
BUANMI YACTUHKN — Bnanmi 4acTUHKM NOBUHHI
npakTnyHo ByTu BiacyTHi; n. «bakTepianbHi
€eHO0TOKCUHUY — MeHwe 0,05 MO/mr
uedTpiakcoHy; Crneumdikauis BupobHvka AdI
"LIVZON SYNTPHARM CO., LTD. (ZHUHAI
FTZ)", Kutai n. "3anuLukoBi KinbKocCTi
opraHiyHuX po3ynHHUKIB": ETaHon — He BinbLue
0,5 %, AueToHiTpun — He GinbLue 0,041 %,
AueToH — He Ginbwe 0,5 %, MeTunenxnopug —
He binble 0,06 %, TpueTnnamid — He GinbLue
0,625 %); n. «MexaHiyHi BKNOYEHHA»
HEBUAUMI YaCTUHKM — HacTUHOK po3MipoM =
10 Mkm — He Ginblie 3000 YacTUHOK/T.
YacTMHOK po3mipoM = 25 MKM — He binbLue
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
300 YaCcTUHOK/T.; BUANUMI YaCTUHKN —
MpakTuyHo BiACyTHI; N. «bakTepianbHi
eHOoToKCnHMY — MeHwe 0,08 MO/wmr)
216. | LE®TYM® NOPOLLIOK ANA MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/0967/01/01
po34mnHy Ans iH'ekuin | "Kuismeanp "Kviemegnpenapar” 3MmiHu | TMnY - 3miHK 3 AkocTi. FoToBUM peuernmom
no1,0r,no10 enapat” nikapcbkuii 3aci6. Cuctema
dnakoHis 3 KOHTeNHep/3akynoptoBanbHUA 3aci6 (iHLi
NOPOLLIKOM Y 3MiHW) - BUNyYeHHs 3 p. 3.2.P.7. Cuctema
KOHTYPHIN KOHTeNHep/ 3akyrnoptoBanbHuiA 3acio
YapyHKoOBI HariMeHyBaHHS pipM-BMPOOHMKIB NEPBUHHUX
ynakosLj; no 1 nakyBanbHUX MaTepianis (CKNAHNX (ONakoHIB,
KOHTYPHil amMmnyn Ta ryMoBux nNpobok) Ta BUpobHMKa
YapyHKOBI ynakoBLi nakyBasnbHOro MaTepiany (CknsiHi oniakoHm)
B navuj BAT «Mepctekno», r. Knun, Pocia Ta OAO
«Tynmasucteknoy, Pocis.
217. | LE®YPOKCU | nmopowiok ans MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/15365/01/02
M pOo34nHy AnA aKuioHepHe aKuioHepHe 3miHu | Tvny - 3minm 3 AkocTi. CepTudikat peuernmom
iHekuin no 0,75r; 1, TOBapUCTBO TOBapUCTBO BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
5 abo 50 dnakoHis 3 "Nekxim- "Jlekxim-Xapkis", €Bponelicbkin hapmakonei/moHorpadii.
NOPOLLKOM Y navui 3 XapkiB" YkpaiHa 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS
KapTOHY; 1 donakoH 3 (nakyBaHHs1 i3 Y BiAnoBigHicTb 4o MoHorpadii APY abo
nopotukom Ta 1 dopmu in bulk €Bponelncbkoi hapmakonei, abo iHwoi
amnyna 3 dipMun-BnpobHMKa HauioHanbHoi bapmakonei aepxasu €C
PO34YNHHUKOM (BOZa Ksiny (3miHa y cneuudikauisix, noe'sa3aHa 3i 3MiHaMm
ans iH'ekyin no 10 dapmaveyTikan Ko., B [1®Y, abo €Bponencokin dapmakonei, abo
M) y 6nictepi; no 1 Ita., Kutawn) iHLWIiM HauioHanbHIN dapmakonei Aepxasm
Gnictepy y nauui 3 TOB "lekxim- €C) CynyTHsi 3MiHa. 3MiHK 3 SIKOCTI.
KapToHy; 1 abo 5 Ob6yxiB", YkpaiHa CeprudikaT BignosigHocTi/lE-cepTudikat
dnakoHiB 3 (nakyBaHHS i3 BiANOBIAHOCTI €Bponencokin
NOPOLLIKOM Y dopmu in bulk dapmakonei/MoHorpadii. 3miHK, nos'a3aHi 3
6nicTepi, no 1 dipMun-BnpobHMKa HeobXiAHICTIO NpMBEAeHHS Y BiANOBIAHICTL A0
Gnictepy y nayui 3 Ksiny moHorpadii PY abo €sponencokoi
KapTOHY ®apmaueyTikan Ko., dapmakonei, abo iHLWOoi HaLlioHanbHOT
Itg., Kutain) apmakonei gepxasu €C (iHLi 3MiHW)
MpuBeneHHs cneundikadii Ta meToais
KOHTPOMIO SIKOCTi po3ynHHUKa Boga ansi
iH’ekUi oo BMMor MoHorpadii «Water for
injections» €®, a TakoXX BHECEHO 3MiHU B
po3gin «Cknag» MKA N3 (nopaetbes 1
amnyna 3 po34nHHUKkoM (Boga ans iH'ekuiit, no
10 mn B amnyri).
218. | LE®YPOKCU | nopotuok ans MpuBaTHe YkpaiHa BUPOGHMLUTBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a - UA/18824/01/01
M KOMBI po34nHy AnA aKujioHepHe nepBUHHE KuTaricbka 3MiHn | Tuny - 3MiHm 3 gkocTi. CepTudikar peuernmom
iH'ekuin, no 0,75r; 1 TOBapUCTBO nakyBaHHSA HapopgHa BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
rakoH i3 «Jlekxim- PO3YMHHWKA; Pecny6bnika €sponeickkin papmakonei/MmoHorpadii.
nopotLukom Ta 1 XapkiB» BTOPUHHE 3MiHW, NOB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHSA
aMnyna po3ynHHMKa nakyBaHH4, y BiANoBigHICcTb A0 MoHorpadii APY abo

(Bopa Ans iH'ekuin
no 10 mn) y

KOHTPOSIb Ta BUNYCK
cepii rotoBoro

€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Gnictepi, 1 6nictep nikapcbKoro 3acoby: (3miHa y cneuudikauisix, noe'sa3aHa 3i 3MmiHaMm
y nayui MpusatHe B PV, abo Esponelicbkint apmakonei, abo
aKuioHepHe iHLWIN HauioHanbHi hapmakonei aepXxasu
TOBapuUCTBO €C) CynyTHs 3MiHa- 3MiHM 3 SIKOCTI.
«Jlekxim-XapkiB» , CeptudikaT BignosigHocTi/l E-ceptudikat
YkpaiHa; BTOPUHHE BignoBigHOCTI €Bponeiichbkii
nakyBaHHs, capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
KOHTPOIb Ta BUMYCK HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
cepii rotoBoro MoHorpadii IdY abo €Bponencbkoi
nikapcbKoro 3acoby: capmakonei, abo iHWOoi HaLioHanbHOT
TOB "lekxim- dapmakonei gepxasu €C (iHLi 3MiHW)
O6yxis", YkpaiHa; npuBeAeHHA cneumdikadii Ta meTogis
BMPOGHMLUTBO Ta KOHTPOIO SIKOCTi po3ynHHUKa Boga ansi
nepBuHHe iH’ekuUin go Bumor moHorpadii «Water for
nakyBaHHS NMOPOLLIKY: injections» €.
PetoHr
dapmacbioTukan
Ko., IlTa., Kutaiicbka
HapoaHa
Pecny6nika
219. | LUMHXOKAIHY | kpuctaniynuit TOB "TK YkpaiHa BUPOGHMLTBO, PdpaHuis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - - UA/16812/01/01
rIQPOXNOPU | nopoLuok "ABPOPA" yrnakoBKa, KOHTPOJS1b LLiseviLapis 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudikat
i (cybeTaHuis) cepil: BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
MikpoHi3oBaHuUi abo dapmacuHTes, €BponeWcbkin dhapmakonei/MoHorpadii.
HeMIKpOHi30BaHuUi, y ®paHuia MogaHHsa HoBoro abo oHOBNEHOroO
nakeTax noABiNHMX MiKpOHi3auisi: cepTtudpikaTa BignoBigHOCTi abo BUNyYeHHS

nonieTNeHoBKX
ans
dapmaLeBTU4HOro
3aCTOCYyBaHHSI

Mikpo-MaciHasnoHe
C.A,, Weewinapis
MiKpOHi3auis:
Ja6-Cepsic C.A.,
®paHuia

cepTudcpikaTa BignosigHoCTi EBponenchkin
dapmakonei: gna A®l; ons BUXigHoro
matepiany/peareHTy/npoOMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans AOMNOMiXHOI peyvoBuHM (cepTuddikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun ceptudikaT Big yxe
3aTBepAKeHoro BUpobHuka - MoaaHHs
OHOBMEHOro cepTudikaTy BignosigHocTi € Ne
R1-CEP 2007-117-Rev 02 (nonepegHs Bepcis
Ne R1-CEP 2007-117-Rev 01) ana A®I
LinHxokaiHy rigpoxnopuay Bif Bxe
3aTBEPAKEHOrO BUPOOHMKa
PHARMASYNTHESE, France, Ta sk Hacnigok
npvBeAeHHs cneuudikadii i MeToaiB KOHTPOIO
3a MOKa3HWMKOM «3arnuLLKOBI KifbKOCTi
opraHiYyHMX po3ynHHUKIBY (ETunauetaT — He
6inbwe 5000 ppm) 3rigHo oHoBneHoro CEP Ta
BUMYYEHHS i3 cneumdikauii nokasHuka «[pyra
ineHTudikauis», a came: A. Abcop6buiiHa
CMEeKTPOMETPIA B yNbTpadioneTo.il i BUAUMIN
obnactsx Ta D. TemnepaTtypa nnaBneHHs.
3miHa y nepeniky BUpoBHWUYMX QinbHULB, WO
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[IpooBxKeHHs qoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BiANOBIgAOTb 3a MIKPOHi3aLito Ta YTOYHEHHSA
agpecy MicLe3Haxo4)KeHHs1 BUPOBHWMKIB
(BignosigHo o npegctasneHoro CEP)
220. | LUAMPO®JIOK | mopoLuok Yemo Icnanis Kimika CiHTeTika, Icnanis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: - - UA/13611/01/01
CALVH (cybeTaHuis) y |6epika, C.A. C.A. 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat
NoABINHNX BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
nonieTMneHoBnx €sponeicbkin hapmakonei/moHorpadii.
naketax gns MoaaHHsa HoBoro abo OHOBEHOrO
BUpPOGHMUTBA cepTuddikaTta BignoBigHOCTi abo BUNyYEHHSsI
CTEPUNbHUX Ta cepTudikaTta BignoBigHOCTI €Bponenchkii
HecTepunbHNX dapmakonei: ana A®l; ans BuxigHOro
nikapcbknx hopm mMaTtepiany/peareHTy/NpoMiPKHOrO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMUTBI AdI;
Ans AOMOMDKHOI peyvoBuHM (cepTudikaT
BiNoOBIigHOCTI €Bponeichkin tapmakonei) -
HoBun cepTudpikat Big BXXE 3aTBEPOXKEHONO
BUpobHMKa. MNMogaHHsA HOBOroO cepTudikaTa
BignoBigHoOCTI €Bponeinchkin thapmakonei Ne
RO-CEP 2021-219 - Rev 01 (Ha 3amiHy CEP
Ne R1-CEP 2004-199 - Rev 05).
221. | ULUCTOH® Tabnetkun no 100 Ximanas IHais Ximanas BenHec IHpia BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 6es - UA/2451/01/01
Tabnetok y Bennec Komnani 3miHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
nnacTMKoOBOMY Komnawi HaviMeHyBaHHs Ta/abo agpecu 3asBHUKA
cnakoHi; no 1 (BnacHuka peecTpaLiiHoro NocBig4YeHHs)
dnakoHy B

KapTOHHIN kopobLyi

YTOYHEHHS1 HallMeHyBaHHS Ta agpecu
3asiBHMKA (BNacHUKa peecTpauiiHoro
nocBigYeHHs1) BiANOBIAHO A0 opuriHanis
DOKyMeHTIB. 3MiHu | Tuny - 3miHn woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM [0 y3aranbHEeHWX OaHWUX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiOQNoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (BKoYarum KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3MilLleHHi MacTep-canna
cucTeMu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[OaHnX yrnoBHOBaXeHOI 0cobU 3asiBHIKA,
BiAMoBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cobu 3asBHUKa, BianosiaansHoi
3a (pbapmakoHarnsg B YkpaiHi. itoua
pegakuisa: Dr. Menon Unni Parambath
Ramanan / Op. MeHoH PamaHaH YHHi
Mapambar.
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpayitiHo20
noceio4yeHHs1

MponoHoBaHa pepakuis: Stefanska Olga
Valeriivna / CtedaHcbka Onbra BanepiisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu

3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg
B YkpaiHi. 3MiHa MiCLle3Haxo4XeHHs MacTep-
davina cuctemu hapmakoHarnsgy. 3miHa

MicLS! 30iMCHEHHSI OCHOBHOI AisiNbHOCTI 3

chapmakoHarnsgy.

*y pa3i HeceHHs1 3MiH Ao iHCmMpyKUii npo MeduYyHe 3acmocye8aHHs!

HavaabHuK

dapmManeBTHYHOI0 YNIPABJIiHHSA

Tapac JIICKOBCHKHI




